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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

U.S. PATENT NO. 4,621,638 ) 

ISSUED: NOVEMBER 11, 1986 ) 
) 

TO: THOMAS A. SILVESTRINI ) 

FOR: HARD ELASTIC SUTURES ) 

Hon. Commissioner of Patents 
and Trademarks 

Washington, D.C. 20231 

REQUEST FOR RECONSIDERATION 
OF DECISION ON APPLICATION 

FOR EXTENSION OF PATENT TERM 
UNDER 35 U.S.C. 5156 

Pursuant to 37 C.F.R. 1.750, your Applicant, Pfizer 

Hospital Products Group, Inc. ("Pfizer") respectfully requests 

reconsideration of the decision of the Office of the Assistant 

Commissioner for Patents, dated April 17, 1991, denying any 

extension of U.S. Patent No. 4,621,638 pursuant to 35 U.S.C. §156. 

A four-month extension of time is herewith requested, 

pursuant to Rule 1.136. The fee of $1150.00 required by Rule 

1.17(d) is enclosed. If any further fee is required by this paper, 

authorization is given to charge Account No. 03-2775. 

Attached to this Request for Reconsideration are the 

following Exhibits: 
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PATENT NO: 4,621,638 121*56 

Exhibit I is a copy of the Decision dated April 17, 1991; 

Exhibit II is a copy of the Application for Extension 

filed by Pfizer on February 22, 1991, with attachments; 

Exhibit III is a Supplemental Declaration of Gerald H. 

Schulze, Senior Vice President of Applicant, which attests to the 

dates of certain relevant events and to the authenticity of the 

appended Exhibits III(A) to III(J) which are herewith offered into 

the administrative record; and 

Exhibit IV is a copy of a pertinent portion of a House 

Report during the legislative history of Public Law 90-417, the 

Drug Price Competition and Patent Term Restoration Act of 1984, 

which is referenced in the following discussion. 

Pfizer is submitting all these exhibits here in order to 

create a concise and accurate record on which to base the PTO's 

decision. 

DISCUSSION 

Pfizer acknowledges that (1) regulatory review of the 

Deknatel Microflex Ophthalmic Suture did not include submission of 

an application under Section 515 as part of the testing phase, and 

(2) the approval phase did not involve either an application or a 

protocol under Section 515. However, the reason for this is 

important — the suture's classification was changed in mid-stream. 

Regulatory review began under Section 515 but, due to 
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reclassification, it could not be completed under that Section. As 

shown in Pfizer's original Application for Extension, and further 

evidenced by the documents appended to the Supplemental Declaration 

of Mr. Schulze, the reclassification of Pfizer's suture became 

effective on July 5, 1990. This was more than two years after 

Pfizer had commenced human clinical trials under Section 515 (on 

March 1, 1988), but before an application was filed under that 

Section. It is clear that a substantial period of the testing 

phase was carried out under Section 515, before reclassification of 

the device became effective. Such testing involved the effort and 

expense (and, of course, the inability to market the device) which 

is attendant to human clinical trials under Section 515, and that 

is exactly the delay for which Congress intended compensation by 

patent term extension. 

Awarding relief to Pfizer under the unique circumstances 

presented here is consistent with the broad remedial purpose of 35 

U.S.C. §156. As noted in House Report No. 98-857, Part I, 98th 

Cong., 2d Sess. 26 (1984), which is attached in part as Exhibit IV: 

The purpose of Title II of the bill is to 

create a new incentive for increased 

expenditures for research and development of 

certain products which are subject to 

premarket government approval. The incentive 
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is the restoration of some of the lost time on 

patent life while the product is awaiting pre¬ 

market approval. Under current law, a patent 

continues to run while the maker of the 

product is testing and awaiting approval to 

market it. 

* * is 

Those products include: ... medical 

devices.... 

Id. at p. 2648. 

The same House Report, at page 2677-78, describes the 

intended regulatory review period for medical devices as follows: 

The regulatory review period for medical 

devices is the sum of the periods: (1) 

beginning when human clinical investigations 

are commenced and ending when an application 

for approval was initially submitted; and (2) 

beginning when an application for approval was 

initially submitted and ending when the 

application was approved, or beginning when a 

notice of completion for a product development 

protocol was initially submitted and ending 

when the protocol was declared completed.. 
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The relief requested by Pfizer here is consistent with 

the stated objectives of the legislation. All human clinical 

investigation under Section 515 was intended to be included, and, 

Pfizer in fact carried out extensive human clinical trials (over 

two years) under Section 515. 

Although Pfizer recognizes that review solely under 

Section 510(k) is not a "regulatory review period" within the 

meaning of the statute, In re Nitinol Medical Technologies. 17 

U.S.P.Q. 2d 1492 (Comm. Pat. 1990), in this case extensive review 

actually occurred under Section 515. Review and approval would 

have been completed under Section 515 but for a reclassification 

over which Pfizer had no control. After that reclassification, 

Pfizer had no choice except to proceed under Section 510. But the 

injury (delay) that Congress addressed in 35 U.S.C. §156 had 

already occurred. Accordingly, the Nitinol decision, wherein the 

review occurred entirely under Section 510(k), is not controlling 

on the present facts. 

For these reasons, reconsideration of the April 17, 1991 

decision, and granting of the 409 day extension requested in 

paragraph 11 of the Application, is requested. 

As an alternative basis for relief, Pfizer requests the 

409 day extension of patent term based on the following rationale. 

Specifically, the qualifying testing phase could be considered 
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terminated as of the effective date of reclassification of Pfizer's 

device. Specifically, the testing phase should be calculated as 

beginning on the date when human clinical trials began (March 1, 

1988) and ending on the effective date of the suture's 

reclassification (July 5, 1990), or a period of 856 days. This 

period corresponds to the period of actual testing under Section 

515. Under this rationale, no approval phase is credited towards 

the extension, since all approval activity necessarily was pursuant 

to Section 510(k). Thus, the extension period is calculated as 

follows: 

Period = 1/2 (testing phase) + approval phase 

Period = 1/2(856) + O 

= 428 days 

Again, however, the total period of available extension is limited 

by operation of Section 156(c) (3) to 409 days. See paragraph 11 of 

the original Application. 

Calculated in this alternative manner, Pfizer is still 

entitled to the requested 409 day extension of patent term. 

Under Section 156, the regulatory review period is based 

on the sum of the testing phase and the approval phase. The plain 

meaning of the language of the statute and of the term "sum" does 

not require either phase to be greater than zero (e.g. the "sum" of 

100 and 0 = 100). Pfizer respectfully submits that the PTO erred 
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at page 3 of its decision when it suggested that both subsections 

(i) and (ii) "must be satisfied" i.e. that there must be a positive 

period under both subsections — that simply cannot be found in the 

language. 

The facts underlying this request are unique because of 

the reclassification. Very clearly a regulatory review period 

began under Section 515, i.e. the clinical investigation on humans. 

The only issue is when did it end for purpose of defining a set 

time period for extension. The delay in marketing which Pfizer 

suffered during the clinical investigation was exactly the period 

contemplated by Congress. Consequently, Pfizer should be 

compensated for the delay, and that is all it requests. Section 

515 activities ended with the reclassification, and Pfizer believes 

that this reclassification date can, and should, be the termination 

of the regulatory review period. 

Such relief is entirely consistent with — and, indeed, 

required by the legislative intent of Congress reflected in the 

above quoted portions of the legislative history. If it be assumed 

that Congress did not specifically consider the unique facts as 

presented here, the remedial purpose of the statute and the intent 

of the legislature must govern. 
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Based on the foregoing, reconsideration and grant of the 

requested 409 day extension of U.S. Patent 4,621,638 is requested. 

Pfizer Hospital 
Products Group, Inc. 

Rudolf E. Hutz 
Reg. No. 22,397 
Robert G. McMorrow, Jr. 
Reg. No. 30,962 
CONNOLLY AND HUTZ 
1220 Market Building 
Wilmington, DE 19899 
(302) 658-9141 

REH:RGM/lbb 
Attachments: 1) Exhibits I-IV 

2) Extension of Time Check 
3) Power of Attorney 





UNITED STATES PATENT AND TRADEMARK OFFICE 

BEFORE THE COMMISSIONER OF PATENTS AND TRADEMARKS 

APR I 7 1991 

In re Pfizer Hospital Products Group, Inc. 

U. S. Patent No. 4,621,638 

DECISION ON APPLICATION 

FOR EXTENSION OF PATENT 

TERM UNDER 35 U.S.C. § 156 

An application for extension of the term of U.S. Patent No. 4,621,638 granted November 11, 

1986, which claims a product drawn to a medical device was filed under 35 U.S.C. § 156 in the 

Patent and Trademark Office (PTO) on February 22,1991. The medical device claimed by the 

'638 patent is the Dekantel Microflex Ophthalmic Suture. The application was filed by the patent 

owner Pfizer Hospital Products Group, Inc. (Pfizer). 
r 

The application raises a question of eligibility for patent term extension of a patent claiming a 

product drawn to a medical device wherein permission to market the device was not approved by 

the Food and Drug Administration (FDA) under section 515 of the Federal, Food, Drug and 

Cosmetic Act (FFDCA), but instead was authorized undo- section 510 (k) of the FFDCA. For 

the reasons set forth below, the application for extension of the term of the '638 patent is denied. 

DISCUSSION 

Section 156 (a) (4) of Title 35 permits the term of a patent claiming a medical device which was 

subject to a "regulatory review period" before its commercial marketing or use to be extended for 

a period of time equal to a calculated portion of the regulatory review period which occurred after 

the patent was issued. Under the terms of 35 U.S.C. § 156 (g) (3) (B), the "regulatory review 

period" for a medical device is limited to a regulatory review which was conducted under section 

515 of the FFDCA to the exclusion of a regulatory review conducted under section 510 (k) of the 

FFDCA. See In re Nitinol Medical Technologies Inc.. 17 USPQ2d 1492 (Comm’r Pat 1990). 

Accordingly, in order to be eligible for an extension of the term of the patent, the medical device 

must have been subject to a regulatory review under section 515. 



Pfizer asserts that the product (medical device) was subject to regulatory review under section 

515 of the FFDCA, noting that the product was originally classified as a Class m device subject 

to section 515 review and subsequently reclassified by the FDA as a Class II device (application, 

2). The product, a non-absorbable polypropylene suture, was assigned to Class HI because it 

is a "transitional device" which was regulated as a new drug before 1976. Accordingly, as the 

suture was subject to FDA premarketing approval as a Class Ill device, an Investigational Device 

Exemption (IDE) application filed by applicant was approved on March 11,1988. During the 

rime the human clinical studies were being conducted under the IDE, the FDA, on July 5,1990, 

reclassified this type of suture material a Class II device (application, f 2). At the conclusion of 

the clinical studies a section 510 (k) application was filed with the FDA instead of a section 515 

application since the device had been reclassified into Class n (application, ^ 9). Pfizer states 

that while final approval was based upon a section 510 (k) submission, prior extensive testing 

was governed by the provisions of section 515 of the FFDCA (application, 3). 

Pfizer's position that the initial regulatory review of the medical device under section 515 as a 

Class in device prior to its reclassification by the FDA to a Gass n device and subsequent 

approval under section 510 (k) satisfies the "regulatory review period" requirement of the statute 

is not tenable. This issue addresses the specific eligibility requirements set by Congress for 

patent term restoration under section 156 (a) (4). 

Section 156 (a) (4) provides: 

(a) The term of a patent which claims a product, a method of using a product, or a 
method of manufacturing a product shall be extended in accordance with this 
section from the original expiration date of the patent if -... 

(4) the product has been subject to a regulatory review period before its 
commercial marketing or use;... (emphasis added). 

The term "regulatory review period" is defined in section 156 (g) (3) which provides: 

(A) In the case of a product which is a medical device, the term means the period 
described in subparagraph (B)... 

(B) The regulatory review period for a medical device is the sum of - - 

(i) the period beginning on the date a clinical investigation on humans 
involving the device was begun and ending on the date an application 
was initially submitted with respect to the device under section 515. and 

\ 
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(ii) the period beginning on the date an application was initially submitted 
with respect to the device under section 515 and ending on the date such 
application was approved under such Act or the period beginning on the 
date a notice of completion of a product development protocol was 
initially submitted under section 515 (f) (5) and ending on the date the 
protocol was declared completed under section 515 (f) (6) (emphasis 
added). 

The reference to section 515 is a reference to section 515 of the FFDCA. Ssfi 35 U.S.C. 

§ 156 (f) (4). 

The starting point for statutory interpretation is the plain language of the statute. Unless it is 

ambiguous, the language Congress chose is conclusive of its meaning absent a clearly stated 

contrary intention. Burlington Northern R.R. v. Oklahoma Tax ConfflQIi. 481 U.S. 454, 461 

(1987). As noted above, the regulatory review period of a medical device under section 

156(g)(3)(B) is the sum of the requirements of subsections (i) and (ii). The plain language of the 

statute clearly states that both subsections (i) and (ii) must be satisfied. Subsection (i) requires a 

clinical investigation of the device on humans which ends on the date an application under section 

515 is filed. While a clinical investigation was conducted, it did not end with the filing of an 

application under section 515, but with the filing of a section 510 (k) application. Accordingly, 

the regulatory review of the medical device which is the subject of the patent term extension 

application does not satisfy the requirements of subsection (i). Subsection (ii) requires either (1) 

that an application be filed and completed under section 515 or (2) that a product development 

protocol be submitted and completed under section 515 (f). Neither of these requirements have 

been satisfied. Accordingly, the regulatory review of the medical device which is the subject of 

the patent term extension application does not satisfy the requirements of subsection (ii). 

Although applicant has undertaken regulatory review for the medical device under section 

510(k), the statute does not authorize patent term extension for this type of regulatory review. 

Thus, Congress clearly intended that the medical device be approved for marketing under a 

regulatory review having a testing phase and an approval phase under section 515 of the FFDCA 

to be eligible for patent term extension. 

DECISION 

Under the circumstances of this application, for the reasons set forth above, it is held that U.S. 

Patent No. 4,621,638 is not eligible for extension of the patent term under 35 U.S.C. § 156. The 
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Dekantel Microflex Ophthalmic Suture has not been subject to a "regulatory review period" 

within the meaning of 35 U.S.C. § 156 (a) (4) as defined in 35 U.S.C. § 156 (g) (3). 

Accordingly, the application for extension of the term of U.S. Patent No. 4,621,638 is denied* 

C. E'Va^ _ 
Charles E. Van Horn 
Patent Policy & Programs Administrator 
Office of the Assistant Commissioner for Patents 

PFiztR ii\'C 

Ronald L. Wilson, Director 
Health Assessment Policy Staff 
Office of Health Affairs (HFY-20) 
Food and Drug Administration 
5600 Fishers Lane, Room 11-44 
Rockville, MD 20857 

Re: Dekantal Microflex 
Ophthalmic Suture 

FDA Docket No. 91E-0091 

cc: John L. LaPierre (For Patent Owner) 
Pfizer Inc. 
Patent Department 
235 East 42nd Street 
New York, NY 10017-5755 
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APR 12 1991 

UNITED 8TATF DEPARTMENT OF COMMERCE 
Patent and TrL .nark Office 
assetant secretary and comm 
OF PATENTS AND TRADEMARKS 

ccvl 3 

I Washington, D C. 20231 

Ronald L. Wilson, Director 
Health Assessment Policy Staff 
Office of Health Affairs (HFY-20) 
Food and Drug Administration 
5600 Fishers Lane, Room 11-44 
Rockville, MD 20857 

Re: Dekantel Microflex 
Ophthalmic Suture 

PFiZliR 'FDA Docket No. 91E-0091 

W-l '■ 6 1991 

PATti IT DEPT 

Dear Mr. Wilson: 

This is in regard to the application for patent term extension for U.S. Patent No. 4,621,638 filed 

on February 22, 1991, by Pfizer Hospital Products Group. Inc. under 35 USC § 156. The 

medical device claimed by the '638 patent is the Dekantel Microflex Ophthalmic Suture. 

On April 9,1991, the PTO mailed a letter to die FDA which provided notice under 

35 USC § 156 (d) (2) (A) and requested a determination of the applicable review period. Further 

review of the application and in particular your letter of April 2,1991, shows, however, that the 

'638 patent may not be eligible for extension of the patent term under 35 USC §156 because the 

Dekantel Microflex Ophthalmic Suture was not approved under section 515 of the Federal Food, 

Drug, and Cosmetic Act, but instead received permission to market under section 510 (k). 

Accordingly, subject to further review of the application, the April 9,1991, notice under 35 USC 

§ 156 (d) (2) (A) and request for determination of the applicable review period are hereby 

rescinded. Until further notice, no action on your part should be taken under 35 USC § 156 (d) 

(2) (A). 

Charles E. Van Horn 
Patent Policy & Programs Administrator 
Office of the Assistant Commissioner for Patents 

cc: John L. LaPierre 
Pfizer Inc. 
Patent Department, 20th Floor 
235 East 42nd Street 
New York, NY 10017-5755 
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UNITED STATES DEPARTMENT OF COMMERCE 
Patent and Trademark Office 
ASSISTANT SECRETARY AND COMMISSIONER 
OP PATENTS AND TRADEMARKS 
Washington. D.C. 20231 

APR 9 1991 

Ronald L. Wilson, Director 
Health Assessment Policy Staff 
Office of Health Affairs (HFY—20) 
Food and Drug Administration 
5600 Fishers Lane, Room 11-44 
Rockville, MD 20857 

PFIZER INC 

RE: Dekantel Microflex 
Ophthalmic Suture 

FDA Docket NO. 91E-0091 

Dear Mr. Wilson: 

Transmitted herewith is a copy of the application for Patent Term 
Extension of U.S. Patent No. 4,621,638 issued November 11, 1986. 
The application was filed on February 22. 1991, under Title II of 
Public Law 98-417, the Drug Price Competition and Patent Term 

Restoration Act of 1984. 

The patent claims a product that was subject to regulatory review 
under the Federal Food, Drug and Cosmetic Act. Subject to final 
review, the subject patent is considered to be eligible for patent 
term restoration. Thus, a determination of the applicable 
regulatory review period is necessary. Accordingly, notice and a 
copy of the application are provided pursuant to 
35 USC § 156 (d) (2) (A) . 

C. E-ttu. 
Charles E. Van Horn 
Patent Policy and Programs Administrator 
Office of the Assistant Commissioner for Patents 

cc: John L. LaPierre 
Pfizer Inc. 
Patent Department, 20th Floor 
235 East 42nd Street 
New York, N.Y. 10017-5755 



Public Health Service H & HUMAN SERVICES 

Food and Drug Administration 
Rockville MD 20857 

Re: Dekantel Microflex 
Ophthalmic Suture 

Docket No. 91E-0091 

Charles E. Van Horn 
Patent Policy and Projects Administrator 
Office of the Assistant Commissioner for Patents 
Patent and Trademark Office 
Crystal Park Building 2, Suite 919 
Washington, D.C. 20231 

Dear Mr. Van Horn: 

This is in regard to the application for patent term extension 
for U. S. Patent No. 4,621,638 filed by Pfizer Hospital 
Products Group, Inc., under 35 U.S.C 156. The medical device 
claimed by the patent is the Dekantel Microflex Ophthalmic 
Suture. 

A review of the Food and Drug Administration's official records 
, does not confirm that the Dekantel Microflex Ophthalmic Suture 
r- Was subject to a regulatory review period as it is defined in 

35 U.S.C. 156. For medical devices, section 156(g)(3) limits 
the meaning of the term "regulatory review period," to periods 
of time related to product approvals under section 515 of the 

_j_ Federal Food, Drug, and Cosmetic Act (FFDCA) . The Dekantel 
1 Microflex Ophthalmic Suture was not approved under section 515, 

but instead received permission to market under section 
510(k)of the FFDCA. 

Should you conclude that the subject patent is eligible for 
patent term extension, please advise us accordingly. As 
required by 35 U.S.C. 156(d)(2)(A), we will then determine the 
applicable regulatory review period, publish that determination 
in the Federal Register, and notify you of our determination. 

Please let me know if we can be of further assistance. 

PFIZER INC 
APR 05 I99i 

PATENT DEPT 

John L. LaPierre / 

Sincerely yours, 

Ronald L. Wilson, Director 
Health Assessment Policy Staff 
Office of Health Affairs 

Pfizer Inc. 
Patent Department, 20th Floor 
235 East 42nd Street 
New York, NY 10017-5755 
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UNITED STateC: apartment of commerce 
Patent and Traoi/nark Office 
ASSISTANT SECRETARY AND COMMISSIONER 
OF PATENTS AND TRADEMARKS 
Washington. D.C. 20231 

MM V7 m 
Dr-. 

Ronald L. Wilson, Director 
Health Assessment Policy Staff 
Office of Health Affairs (HFY-20) 
Food and Drug Administration 
5600 Fishers Lane. Room 11-44 
Rockville, MD 20857 

PFIZER INC 

MAR 1 1 1991 

PATENT DEPT 

Dear Mr. Wilson: 

The attached application for patent term extension of U.S. Patent 
No. 4,621,638 issued November 11, 1986, was filed on February 22, 
1991, under 35 U.S.C. 156. 

The assistance of your Office is requested in determining whether 
the product identified in the application has been subject to a 
regulatory review period within the meaning of 35 USC § 356(g) 
before its commercial marketing or use. Since a determination has 
not been made whether the patent in question claims a product which 
is subject to the Federal Food, Drug and Cosmetic Act, this 
communication is NOT to be considered as notice which may be made 
in the future pursuant to 35 USC § 156(d)(2)(A). 

Our review of the application indicates that the product was not 
approved under section 515, but instead received permission to 
market under section 510(k) of the FFDCA. Accordingly, the subject 
patent mav not be eligible for extension of the patent term under 
35 USC § 156. 

Charles E. Van Horn 
Patent Policy & Programs Administrator 
Office of the Assistant Commissioner for Patents 

cc: John I.. LaPierre 
Pfizer Inc. 
Patent Department, 20th Floor 
235 East 42nd Street 
New York, NY 10017-5755 
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PC 6794A 

IN RE: U.S. PATENT NO. 4,621,638 

ISSUED: NOVEMBER 11, 1986 : 

TO: THOMAS A. SILVESTRINI • 

FOR: HARD ELASTIC SUTURES : 

Hon. (ynnmissioner of Patents and Trademarks 
Box Patent Extension 
Washington, D.C. 20231 

Sir: 

APPLICATION FOR EXTENSION OF THE 
TERM OF UNITED STATES PATENT 

MO. 4.621.638 UNDER 35 U.S.C. 156 

Your applicant, PFIZER HOSPITAL PRODUCTS GROUP, INC., a 

corporation organized and existing under the laws of the 

State of Delaware and having a place of business at 235 East 

42nd Street, New York, New York, represents that it is the 

owner of the entire right, title and interest in and to 

Letters Patent of the United States No. 4,621,638, granted to 

THOMAS A. SILVESTRINI on the 11th day of November, 1986, for 

HARD ELASTIC SUTURES, by virtue of an assignment recorded in 

the United States Patent and Trademark Office on July 15, 

1985 at Reel 4430, Frame 792. Pursuant to the provisions of 

35 U.S.C. 156, your applicant hereby applies for an extension 

of the term of said United States patent of 409 days, based 

upon the materials set forth herein and in the accompanying 

papers. In the materials which follow, paragraph numbers 

correspond where applicable to the paragraph numbers set 

forth in 37C.F.R. 1.740(a). 
(1) The approved product is a Non—Absorbable 

Polypropylene Surgical Suture for use in ophthalmic surgery. 

(2) The suture was subject to regulatory review under 

Section 515 of the Federal Food, Drug and Cosmetic Act (21 

U.S.C. 360(e)). The product was originally classified as a 

Class III device subject to the Section 515 review. 

Subsequently, the device was reclassified as a transitional 

device and reclassified into Class II in accordance with the 
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Food and Drug Administration, Notice of Reclassification, 

Docket Number 88P-0173, effective July 5, 1990. 

(3) The Food and Drug Administration granted permission 

for commercial marketing or use of the suture on December 24, 

1990. A copy of the Food and Drug Administration letter of 

approval is attached hereto as EXHIBIT A. It should here be 

noted that while final approval was based upon a Section 

510(k) submission, prior extensive testing was governed by 

the provisions of Section 515 of the Federal Food, Drug and 

Cosmetic Act (21U.S.C. 360(e)). 

(4) This application is being submitted within the 

sixty day period permitted for its submission pursuant to 37 

C.F.R. 1.720(f). The last day on which this application 

could be submitted is February 22, 1991. 

(5) The patent for which an extension is being sought 

is identified as follows! 

Jnventor: THOMAS A. 8ILVESTRINI 

Patent No.! 4,621,638 

Title: HARD ELASTIC SUTURES 

NOVEMBER 11, 1986 

NOVEMBER 11, 2003 

(6) A copy of United States Patent No. 4,621,638, the 

patent for which an extension is being sought, is attached 

hereto as EXHIBIT B. 

(7) No disclaimer, certificate of correction or 

reexamination certificate issued for United States Patent No. 

4,621,638. The maintenance fee has been paid for United 

States Patent No. 4,621,638. Attached hereto as EXHIBIT C is 

a copy of receipt of Maintenance Fee Statement. 

(8) United States Patent No. 4,621,638 claims the 

approved product. The manner in which each applicable patent 

claim reads on the approved product is as follows. 

Claim 1 of U.s. 4,621,638 claims a surgical suture 

comprising at least one sterile hard elastic filament of a 

body-compatible polymer. The approved product is a suture 

having a sterile hard elastic filament of a body-compatible 

polymer. 
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Claim 2 of U.S. 4,621,638 claims a suture which is a 

monofilament. The approved suture is a monofilament. 

claim 3 of U.S. 4,621,638 claims a suture wherein the 

polymer is polypropylene. The approved suture polymer is 

polypropylene. 

claim 4 of U.S. 4,621,638 claims a monofilament having 

a diameter in the 0.020-0.03? mm range. The approved suture, 

which is a 9-0 suture, has a diameter in the range of from 

0.030-0.039 mm. 

claim 6 of U.S. 4,621,638 claims a polypropylene suture 

with the Young's modulus of the filament being in a range of 

0.25-5.0 g/denier. The approved suture has a Young's modulus 

in this range. 

Claim 12 of U.S. 4,621,638 claims a needled surgical 

suture having at least one sterile hard elastic filament of 

a body-compatible polymer attached to a sterile surgical 

needle. The approved suture is as aforesaid in respect to 

claim 1 and the suture is attached to a sterile surgical 

needle. 

Claim 13 of U.S. 4,621,638 claims a needled surgical 

suture wherein the polymer is polypropylene. The approved 

suture polymer is polypropylene. 

Claims 14 and 15 of U.S. 4,621,638 claim a surgical 

suture package having a sterile enclosure containing a 

sterile needled surgical suture having at least one hard 

elastic f ilament of a body-compatible polymer and wherein the 

polymer is polypropylene. The approved suture is as 

aforesaid in respect to claim 1 and the suture is attached to 

a sterile surgical needle and packaged in a sterile 

enclosure. The approved suture is polypropylene. 

claim 16 of U.S. 4,621,638 claims a method of suturing 

by stitching with at least one sterile hard elastic filament 

made of a body-compatible polymer. The approved product is 

a suture for use in suturing. The suture includes a hard 

elastic filament made of a body-compatible polymer. 

Claims 17-19 of U.S. 4,621,638 claim the method wherein 

the polymer used is polypropylene, the filament ranges in 



diameter from 0.020-0.039 mm and the filament has a Young's 

modulus of 0.25-5.0 g/denier. The approved suture for use in 

suturing by stitching includes these characteristics as 

aforesaid in respect to claims 3, 4 and 6. 

claim 20 of U.S. 4,621,638 claims a method wherein the 

stitching is performed in corneal surgery. The approved 

product is a suture for use in ophthalmic surgery. 



(9) The relevant dates and information pursuant to 35 

U.S.C. 156(g) in order to permit the Secretary of Health and 

Human Services to determine the applicable regulatory review 

period are as follows* 

(a) The IDE application was conditionally approved 

February 5, 1988. The IDE number assigned was G880005. 

Final IDE approval was given March 11, 1988. 

Human clinical investigation involving the device began 

March 1, 1988. 

(b) The completed final product report was submitted 

August 21, 1990. A Section 510(k) application was filed on 

August 21, 1990 and the application was give identification 

number K903643. The Section 510(k) was filed instead of a 

Section 515 since the device was reclassified as a 

transitional device and reclassified into Class II as 

aforestated in Paragraph (2) herein. 

(c) On November 27, 1990, the Food and Drug 

Administration declared that the application was completed. 

(10) A brief description of the significant activities 

undertaken by the marketing applicant during the applicable 

regulatory review period with respect to the approved product 

and the significant dates applicable to such activities is 

attached hereto as EXHIBIT D. 



(11) Applicant is of the opinion that United States 

Patent No. 4,621,638 is eligible for an extension under 35 

U.S.C. 156 and the length of extension claimed is 409 days. 

The length of extension of the term of U.S. Patent No. 

4,621,638 of 409 days claimed by applicant was determined 

according to the provisions of 35 U.S.C. 156(c) and 156(g). 

The period of extension is calculated according to the 
s 

.formula 

Period = % (Testing Phase) + Approval Phase 

wherein the Testing Phase herein equals the number of days 

between the human clinical evaluation and submission of the 

final report (March 1, 1988 through August 21, 1990) or 903 

days and the Approval Phase equals the number of days from 

the submission of the completed report to the date of product 

approval (August 21, 1990 through December 24, 1990) or 125 

days. Thus, 

Period = % (903) + 125 

= 452 +125 

= 577 

However, the exception of 35 U.S.C. 156(c)(3) operates to 

limit the term of extension in the present situation because 

it provides that the period remaining in the term of the 

patent measured from the date of approval of the approved 

product (December 24, 1990) when added to the period of 

extension calculated above (577 days) cannot exceed fourteen 

(14) years. The period of extension is thus limited to 

December 24, 2004 by operation of 35 U.S.C. 156(c)(3). Since 

the patent term of seventeen (17) years would expire 

November 11, 2003, the period of extension is the number of 

days to extend the term of the patent to December 24, 2004 or 

four hundred and nine (409) days. 

(12) Applicant acknowledges a duty to disclose to the 

Commissioner of Patents and Trademarks and the Secretary of 

Health and Human Services any information which is material 

to the determination of entitlement to the four hundred and 

nine day extension being sought to the term of United States 

Patent No. 4,621,638. 



application for extension is to be charged to Deposit Account 

16~1445r as authorized in the enclosed transmittal 

letter. 

(14) Please address all inquires and correspondence 

relating to this application for patent term extension to: 

John L. LaPierre 
Pfizer Inc. 
Patent Department, 20th Floor 
235 East 42nd Street 
New York, NY 10017-5755 
(212) 573-1594 

1^5) ^ duplicate of these application papers, certified 

as such, is enclosed herewith. 

(16) A declaration pursuant to 37 C.F.R. 1.740(a)(17) 

and 1.740(b) is enclosed herewith. 

Respectfully submitted, 

PFIZER HOSPITAL PRODUCTS GROUP, INC. 

Dated: February 22, 1991 by: 

Pfizer Inc. 
Patent Department, 20th Floor 
235 E. 42nd Street 
New York, NY 10017-5755 
(212) 573-1594 

(j1)291189.JLL 



PATENT 

PC 6794A 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

IN RE: U.S. PATENT NO. 4,621,638 : 

ISSUED: NOVEMBER 11, 1986 : 

TO: THOMAS A. SILVESTRINI : 

FOR: HARD ELASTIC SUTURES : 

Hon. Commissioner of Patents ana“Trademarks 
Box Patent Extension 
Washington, D.C. 20231 

Sir: 

DECLARATION ACCOMPANYING APPLICATION OF 
PFIZER HOSPITAL PRODUCTS GROUP, INC. FOR 

EXTENSION OF THE TERM OF U.S. PATENT 
wn. 4.621.638 UNDER 35 U.S.C. 156_ 

I, U. . declare as follows: 

THAT I am a M;,. of PFIZER HOSPITAL 

PRODUCTS GROUT/ INC., and that I am authorized to obligate 

said PFIZER HOSPITAL PRODUCTS GROUP, INC.,* 

THAT I have reviewed and I understand the contents of 

the application of PFIZER HOSPITAL PRODUCTS GROUP, INC., 

dated February 22, 1991, which is being submitted herewith 

for extension of the term of United States Patent No. 

4,621,638 under 35 U.S.C. 156; 

THAT I believe that United States Patent No. 4,621,638 

is subject to extension pursuant to 35 U.S.C. 156 and 

37 C.F.R. 1.710; 
THAT I believe that the extension of term of United 

States Patent No. 4,621,638 of 409 days which is being 

claimed by PFIZER HOSPITAL PRODUCTS GROUP, INC. is justified 

under 35 U.S.C. 156 and the applicable regulations; and 

THAT I believe that the patent for which extension is 

being sought meets the conditions for extension of the term 

of a patent as set forth in 35 U.S.C. 156 and 37 C.F.R. 

1.720. 
I declare further that all statements made herein of my 

own knowledge are true and that all statements made on 



-2- 

v&Lv 

information and belief are believed to be true; and further 

that these statements are made with the knowledge that 

willful false statements so made are punishable by fine or 

imprisonment, or both, under Section 1001 of Title 18 of the 

United States Code and that such willful false statements may 

jeopardize the validity of the application being submitted 

herewith or any extension of patent term granted hereon. 

Signed this 22nd day of February, 1991 at New York, 

New York. 

(jl)291187.jll 
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1390 Flocird Drive 
Rockville, MO 20680 

Mr.|Harry Sayard 
Manager! Regulatory Affaire 
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Deksotel* Hicroflex" Ophthalmic 
Dyed Polypropylene Suture 

Dated; October 30, 1990 
Received; October 31, 1990 
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ewed W. W reviewed your Section 310(k) notification of lntant to oarkat the 
device referenced above end ve have determined the device la substantially 
equlveleot to) devlcee that were regulated as transitional devices and that 
have* been redla.aifled into clssa II. Notice of this reclassification will 
be announced {In a future Federal Register notice. You may,, therefore, 
oaryt the device, subject to the general controls provisions of the 
Federal Food,| Drug, and Cosmetic Act (Act) end the following limitation.! reaerai 
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urglcal Suture la indicated for uee In ophthalmic Burgary only. Burg 

I'M® 
-L . J 
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phala polyolefin polymer knovn as polypropylene. In addition, you miet 
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for raw of semi processed source material, all manufacturing and quality 
control releaee procedures, and validation of sterilisation procedure* 
peed in the manufacture of the Polypropylene surgical suture. Any 
deviation [of the eourca material or processing as described In this 
510(k) notification must ha submitted to the Pood and Drug 
Administration (PDA) in a nev preaarkat notification at least 90 days 
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The fsle* distribution and use of this device are restricted to 
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labeling, ted jprohibition against misbranding and adulteration. 

-xiatfing oajoti regulations affecting your device can be found in the Code 
of Federal Rsg^Uticme, Title 21, Parts 800 to 893. In addition, the Pood 
and Drug Adaihistration <PDA> may publish further announcements concerning 
your jdevlca inj the Federal Ragle ter. Please note; this response to your 
premqrket notification submission doss not affect sny obligation you might 
have [under the! Radiation Control for Health and Safety Act of 1968. or 
Other Federal Lavs or Regulations* 
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Thli latter Immediately will allow you to begin marketing your device ea 
described. An PDA finding of eubetentiel equivalence of your device to a 
reclaimed transitional device reeulte in e claeslflcetlsn for your 
devlceland permits your device to proceed to the market, but it does not ■ 
neen that PDA approves your device. Therefore, you nay not promote or in 
any wa? represiet yoilr device or Its labeling as being approved by PDA. If 
you desire specific advice on the Ubeling for your device please contact 
the D1vieion of'Compliance Operations, Regulatory Guidance Stanch (HPZ-323) 
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[57] ABSTRACT 

A surgical suture made of a polymer filament having 
the "hard” elastic properties of reversible elasticity and 
retention of diameter on stretching. 

20 Claims, 3 Drawing Figures 
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4,621,638 
1 

hard elastic sutures 

CROSS-REFERENCE TO RELATED 
APPLICATIONS 

This application is a continuabon-in-part of applica¬ 
tion Ser. No. 635.790, filed July 30, 1984, now aban- 

doned. 

BACKGROUND OF THE INVENTION 

This invention relates to the field of surgical sutures, 
more particularly to the field of fine sutures for corneal 

surgery. 
Opthalmic sutures are necessarily of fine gauge, and 

so must be made of strong filaments. However, if the 
suture is too fine, even though strong, the suture can cut 
through and damage the corneal tissue. If too large, the 
suture will not allow burying the suture knot in the 
sclera and results in irritation and discomfort Conven¬ 
tional ophthalmic sutures are generally made of nylon 
filaments. These materials produce sutures that perform 
reasonably well, but still have deficiencies. In particu¬ 
lar, they are not elastic enough to expand and contract 
adequately with tissue swelling due to edema. This can 
result in damage and poor wound healing. Therefore, it 
would be advantageous to have an elastic opthalmic 
suture. However, most elastic filaments shrink in diame¬ 
ter as they elongate. This makes them unsuitable for use 
as opthalmic sutures because, as the wound swells and 
tension in the suture increases, the suture diameter de¬ 
creases. This reduced diameter coupled with the in¬ 
creased tension make it more likely that the suture will 
cut through and damage the delicate tissue. 

Thus, the ideal suture for corneal tissue would be of 
high strength to allow use of fine size, reversibly elastic 
to accommodate edema, and capable of substantially 
maintaining its initial diameter when elongated to mini¬ 
mize cutting through tissue. 

U S. Pat No. 3,630.205 discloses flexible polypropyl¬ 
ene sutures. However, the polypropylene used is not a 
“hard” elastic material as defined hereafter. 

SUMMARY OF THE INVENTION 

According to the invention, a suture is made of hard 

elastic filaments of a body-compatible polymer. 
The term “hard elastic’* is used by R. G. Quinn et al., 

J. Macromol. Sci. Phys., B5(4\ 721-738 (Dec., 1971) 
with reference to fibers prepared from semicrystalline 
polymers having long range mechanical elasticity, i.e. a 
high degree of length recovery from large extensions, 
specifically at least about 90% recovery on 30% exten¬ 
sion, a marked reduction in apparent density on stretch¬ 
ing, and generation of very large amounts of accessible 
volume and surface area on stretching. The large, 
mainly reversible reduction in apparent density on 
stretching sharply distinguishes the hard elastic filament 
from elastic filaments. This reduction in density results 
in little or no decrease in filament diameter on stretch¬ 

ing. 
In accordance with the invention, a hard elastic fila¬ 

ment is one which (1) shows substantially less decrease 
in filament diameter on stretching when compared to 
conventional elastomeric filament, (2) is at least about 
90% reversibly elastic on elongation of up to 30% sub¬ 
sequent to one elongation and relaxation cycle, and (3) 
exhibits characteristic elasticity in which the slope of 

2 
the stress strain curve of the filament changes without 
plastic yield deformation. 

As to (2) above, the 90% reversible elasticity on 30% 
elongation is found in elongation and relaxation cycles 

5 subsequent to the first elongation and relaxation cycle. 
The hard elastic filament according to the invention 

is made from a polymer having a special crystalline 
morphology which is a result of specific high stress 
spinning conditions described in the art cited hereafter. 

10 Polymers capable of forming hard elastic filaments 
under high stress spinning conditions are polyolefins 
such as isotactic polybutylene (also known as polyfbo- 
tene-l))» isotatic polypropykne(PP) and pdye- 
thylene(PE), and mixtures of isotactic and non-isotactic 

15 polyolefins. 
Isotactic copolymen of olefins such as butene- 

1/ethylene copolymen and blends of isotactic homo- 
and copolymen of olefins such as PP/PE blends are 
suitable as well. Examples of other suitable polymen 

20 are polyoxymethylene, polyisobutylene oxide, polyes¬ 
ter and nylon. Ail of the above polymers are suitable for 
use as nonabsorbable sutures. 

Other suitable polymen are polycaprolactone, poly- 
caprolactam, polyhydroxybutyric acid(PHB), poly- 

25 glycolic acid(PGA) and polylactic acid(PLA), and 
blends thereof such as blends of PGA and PLA, and 
PHB and PGA. These polymen are slowly absorbable 
in the body and may therefore be made into absorbable 
sutures. 

30 The manufacture of hard elastic filaments is described 
in the art, for instance in U.S. Pat Nos. 4,006,208 (poly¬ 
isobutylene oxide), 3,840,510 (butene-1 polymen), 
3,686,385 (poly(butene-l)X 3,549,743 (PP), 3,513,110 
(polyester and polycarbonamide), 3,432,590 (PP), 

35 3,323,190 (PP), 3,330,897 (polyolefines) and 3,256,258 
(PP), the disclosures of which patents are herewith 
incorporated by reference. 

Fine gauge sutures can be made of hard elastic fila¬ 
ments in either monofilament or multifilament form. 

40 While fine gauge hard elastic monofilament sutures are 
especially suitable for opthalmic use, larger diameter 
monofilament and multifilament sutures are useful in 
general surgery. 

It is the purpose of this invention to provide a suture 
45 which is reversibly elastic to stretch on wound swelling, 

but does not significantly decrease in diameter during 
that elongation. It is another purpose to provide such a 
suture as a fine gauge monofilament suitable for opthal¬ 
mic use. 

50 DESCRIPTION OF THE DRAWINGS 

In the drawings: 
FIG. 1 presents stress-strain curves of a nylon 9-0 

suture (0.036 mm. diameter) and a polybutylene fila- 
55 ment according to the invention. 

FIG. 2 presents hysteresis curves of the nylon suture 
and the polybutylene filament , 

FIG. 3 presents curves comparing the % decrease in 
diameter vs. % elongation of a conventional elasto- 

60 meric filament with a hard elastic filament of the inven¬ 
tion. 

DESCRIPTION OF THE PREFERRED 
EMBODIMENTS 

65 Continuous filaments with hard elastic properties can 
be made from a number of highly crystalline polymers 
that are also suitable' for use as sutures in the human 
body, as described above. Filaments made of polybutyl- 
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ene and PP/PE blends are advantageous since hard 
elastic properties arc reliably obtained on proper pro¬ 
cessing of these polymers, botactic PP is advanta¬ 
geously used because of combination of high strength 
and good eye-compatibility. A suitable grade of crystal¬ 
line isotactic PP is sold by Hercules Inc. under the 
trademark "Profax”. Shell Polybutylene 4110. 0400, 
0300, 0200, 8640, 8240 and 8010 are suitable butylene 
and butylene-ethylene polymers available from SheU 
Chemical Company. Exxon polypropylene (DMF 
#492) is a suitable mixture of isotactic and non-isouctic 
polypropylene available from the Exxon Corporation. 

A conventional elastomeric filament has a constant 
density and volume during stretching so that the diame¬ 
ter of the filament must decrease during stretching. 
Such decrease can be accurately calculated. The results 
of such calculations are set out in FIG. 3 and below as 

follows: 

0 
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40 
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The measured decrease in diameter for a hard elastic 
polypropylene filament of size 9-0 (0.036 mm) of the 
invention is set out in FIG. 3. As shown in FIG. 3, the 
measured decrease in diameter of the hard elastic fila¬ 
ment is substantially less than the calculated diameter 
decrease of the conventional elastomeric filament Gen¬ 
erally, the % diameter decrease of a hard-elastic fila¬ 
ment of the invention ranges from 0 to 10% on 50% 
stretchine, and from 0 to about 8% in the case of the 
hard elastic filament ot FIG. 3. 

According to one embodiment of the invention, the 
hard elastic filament shows little or no decrease in diam¬ 
eter on stretching, e.g. about 3 to 4% diameter decrease 
onstretching to 25%. 30% or 50% of the original 

length. , . . 
According to a preferred embodiment of the inven¬ 

tion. on 100% extension the filament has at least about 
80% instantaneous recovery and 10% remaining recov¬ 
ery within a few minutes. t 

Generally, a monofilament suture having a Young s 
modulus of about 0.25 g/d to about 5.0 g/d is suitable 
for use in the invention, although this range is not criti¬ 
cal to the invention. When softer hard elastic filaments 
are desired, the filament may be subjected to a final heat 
treatment step while the filament is in a stretched condi¬ 
tion. For example, H. D. Noether et al.. Textile Res. J., 
4^ 467-478 (1976) report production of hard elastic 
filaments with much reduced Young’s modulus by heat 
treatment at 130* C. and 100% extension for 30 minutes. 
Materials of high elasticity in the 1-10 g/d modulus 
range and having tenacities between 1 and 4 g/d are 

formed. . . „ 
The invention is not limited to hard clastic filaments 

made by any particular method. In general, hard elastic 
filaments may be produced from suitably crystalline 
polymers by spinning under high stress conditions as 
known to those skilled in the art. The high stress spin¬ 
ning conditions, particularly the melt temperature and 
draw ratio, depend on the particular polymer material 
being used. For instance, polybutene-1 generally re¬ 
quires spinning at melt temperatures of about 190* to 

300* C. and at draw ratios of about 10 to about 5.000, 
preferably 100 to 400. Polybutylene oxide requires a 
melt temperature of from about 175* C. up to the de¬ 
composition temperature of polybutylene oxide and a 

3 draw ratio of about 50 to 1000, preferably 300 to 500. 
Polypropylene requires generally a melt temperature of 
about 160* to 260* C and draw ratios of about 60 to 300. 
Temperatures of above about 60" C. and above about 
100" C. are used for polyamides and polyesters, respec- 

10 tively, with draw ratios of about 200 to 4,000. 
Alter suitable hard elastic filaments have been pro¬ 

duced, they must be converted into sutures. If the suture 
is not to be a monofilament, a plurality of filaments may 
be combined, as by braiding, into a multifilament braid. 

15 tjk monofilament or multifilament strand is cut into 
desired lengths and sterilized. Needles may be attached. 
The sutures, with or without needles, are packaged in 
sterile enclosures to maintain sterility until time of use. 
Alternatively, sterilization may take place after packag- 

20 ing. Methods for carrying out these conversion steps 
are well known in the art, and the invention is not lim¬ 
ited to any particular combination of them. 

Monofilament hard elastic sutures in 9-0 (0.030-0.39 
mm in diameter) and 10-0 (0.020-0.029 mm in diameter) 
size are especially useful for ophthalmic surgery. How¬ 
ever, both mono- and multifilament hard elastic sutures 
can be made in a wide range of sizes suitable for many 
surgical procedures. The unusual elastic properties of 

„ the sutures of the invention will be beneficial to surgery 
30 requiring difficult anastomosis such as bowel and blood 

vessel anastomosis, and microsurgery to reconnect 
nerves. The sutures of the invention are also uniquely 
suitable in plastic and reconstructive surgery generally 
using a size range of about 4-0 (0.15-0.199 mm in diame¬ 
ter) to 7-0 (0.05-0.069 mm in diameter), and preferably 
5-0(0.10-0.149 mm in diameter). Also, sutures accord¬ 
ing to this invention can be made of any body-compati¬ 
ble polymer that can be sterilized, has the required 

4Q strength and can exhibit the property of hard elasticity. 
The sutures of the invention can be dyed with dyes 
conventionally utilized in corneal surgery such as cop¬ 
per phthalocyaninc. 

The following example illustrates the invention. 

23 

45 EXAMPLE 

Polybutylene (Shell Polybutylene 4110) was melt- 
spun into a multifilament yarn at a spin draw ration of 
126. Table 1 sets out the physical properties of the poly- 

50 butylene (PB) used. Individual filaments in the yarn 
measured 0.076 mm. in diameter. A hard elastic PB 
filament was formed having a stress-strain curve and a 
cyclic load-strain hysteresis curve characteristic of hard 
elastic filaments as shown in FIGS. 1 and 2. 

55 The change in the slope of the curve for the PB fila¬ 
ment at about 6% strain in FIG. 1 does not represent a 
yield point where deformation is irreversible. The PB 
filament broke at about 68% strain and showed good 
recovery up to 50% strain. 

60 The curve for the nylon suture in FIG. 1 has two 
yield points at about 4% and about 35% strain. The 
nylon suture thus has two yield points before 50% strain 
whereas the PB filament has none. The nylon suture 
broke at 50% strain and showed no recovery after 35% 

65 strain. 
The initial elastic recovery ratio of the PB filament 

after one elongation (1) to 50% of the original length 
and relaxation (2) was about 75%. FIG. 2 also presents 



4.621,638 

the hysteresis curve on second elongation (3) and relax¬ 
ation (4). Recovery ratios increased to about 96% after 
elimination of residual set in the first elongation relax¬ 
ation cycle The final reversible elongation was at least 
30% with 96% recovery. 

FIG. 2 shows the hysteresis curves of the nylon su¬ 
ture after one elongation (1) relaxation (2) cycle and a 
second elongation (3) relaxation (4) cycle. The nylon 
suture has 60% elastic recovery after the first cycle to 
30% strain, and 78% elastic recovery on subsequent 
cycles. The final reversible elongation was only 15% 

with 78% recovery. 

TABLE 1 

ASTM 
Test Enalish Metric 

Method Unit Value Unit Value 

General 
properties 

Melt index D 1238 g/10 min 0.4 

Density 
Mechanical 

D 1505 Ib/ftJ 57.1 g/ctn* 0.915 

properties 

Tensile strength D 638 psi 2400 kg/cm- 170 

at yield 
Tensile strength D 638 psi 4800 kg/cm- 340 

at break 
280 Elongation at 

break 

D 638 % 280 «fc 

kg/cm- 2700 Modulus of 
elasticity 
Thermal 

D 638 psi 38.000 

Properties 

Melting point DTA *F. 225-259 •c. 124-126 

range 
Softening point D 1525 •F. 235 •c. 113 

vicat 

I claim: 
1. A surgical suture comprising at least one sterile 

hard elastic filament of a body-compatible polymer. 40 

2. A surgical suture as in claim 1 wherein the suture is 
a monofilament. 

3. A surgical suture as in claim 2 wherein the polymer 
is selected from the group consisting of polypropylene, 
poly(butene-l). ethylene-butylene copolymer, nylon 45 

and polyester. 

4. A surgical suture as in claim 3 wherein the monofil¬ 
ament is 0.020-0.019 mm in diameter. 

5. A surgical suture as in claim 2 wherein the monofil¬ 
ament is 0.05-0.199 mm in diameter. 

5 6. A surgical suture as in claim 2 wherein the polymer 
is polypropylene or pdyfbutene-1) and the Young’s 
modulus of the filament is 0.23-5.0 g/denier. 

7. A surgical suture as m claim 1 wherein the suture is 
a multifilament suture. 

10 8. A surgical suture as in claim 7 wherein the polymer 
is selected from the group consisting of polypropylene, 
poly(butene*lX ethylene-butylene copolymer, nylon 
and polyester. 

9. A surgical suture as m claim 8 wherein the multifil- 
15 ament suture is a braided suture. 

10. A surgical suture as in claim 1 wherein the poly¬ 
mer is a body-absorbable polymer. 

11. A surgical suture as in claim 10 wherein the poly¬ 
mer is selcted from the group consisting of polyhydrox- 

20 ybutyric acid, polyglycoBc acid and polylactic acid. 
12. A needled surgical suture comprising at least one 

sterile hard elastic filament of a body-compatible poly¬ 
mer attached to a sterile surgical needle. 

13. A needled surgical suture as in claim 12 wherein 
25 the polymer is polypropylene or poly(butene-l). 

14. A surgical suture package comprising a sterile 
enclosure containing a sterile needled surgical suture, 
the suture comprising at least one hard elastic filament 
of a body-compatible polymer. 

30 15. A surgical suture package as in claim 14 wherein 
the polymer is polypropylene or po!y(butene-l). 

16. A method of suturing by stitching with at least 
one sterile hard elastic filament made of a body-compat¬ 
ible polymer. 

35 17. A method as in claim 16 wherein the polymer is 
selected from the group consisting of polypropylene, 
poly(butene-l), ethylene-butylene copolymer, nylon 
and polyester. 

18. A method as in claim 17 wherein the polymer is 
polypropylene and the. filament is 0.020-0.039 mm. in 
diameter. 

19. A method as in claim 17 wherein the filament has 
a Young’s modi us of 0.25-5.0 g/denier. 

20. A method as in claim 16 wherein said stitching is 
performed in corneal surgery. • • • • • 
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UNITED STATESvlJpARTMENT OF COMMERCE 
Patent and Trademark Office 
Addre**: COMMISSIONER OF PATENTS AND TRADEMARKS 

Waihington, D. C. 20231 

PAYOR NUMBER 
000127 

EXHIBIT C 

BERNICE CUMMINGS 
PFIZER INC. 
PATENT DEPARTMENT - 20TH FLOOR 
235 EAST 42ND STREET 
NEW YORK, NY 10017 
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I 'ATE MA \ LF.I> 
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MAINTENANCE FEE STATEMENT 

The data shown below is from the records of the Patent and Trademark Office. If the maintenance fees 
and any necessary surcharges have been timely paid for the patents listed below, the notation “PAID' will 

appear in column 10, "status" below. 

If a maintenance fee payment is defective, the reason is indicated by code in column 10, "status" below. 
An explanation of the codes appears on the reverse of the Maintenance Fee Statement. TIMELY COR¬ 
RECTION IS REQUIRED IN ORDER TO AVOID EXPIRATION OF THE PATENT. NOTE 37 CFR 
1 377 THE PAYMENT(S) WILL BE ENTERED UPON RECEIPT OF ACCEPTABLE CORRECTION. 
IF PAYMENT OR CORRECTION IS SUBMITTED DURING THE GRACE PERIOD, A SURCHARGE 
IS ALSO REQUIRED. NOTE 37 CFR 1.20(k) and (I). 

If the statement of small entity status is defective the reason is indicated below in column 10 for the 
related patent number. THE STATEMENT OF SMALL ENTITY STATUS WILL BE ENTERED UPON 
RECEIPT OF ACCEPTABLE CORRECTION. 
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4 4,6*24,256 173 490 — 06/774,636 1 1/25/36 09/11/35 04 NO PAID 

5 4,631,032 173 490 — 06/703,352 12/23/36 02/20/35 04 NO P AID 

If the "status" column for a patent number listed above does not indicate "PAID" a code or an asterisk 
C) will appear in the "status" column. Where an asterisk (*) appears, the codes are set out below by the 
related item number. An explanation of the codes indicated in the "status" column and as set out below 
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DPCH06674 
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DIRECT THE RESPONSE TOGETHER WITH PART B OF THIS NOTICE, AND ANY QUESTIONS A 
COMMISSIONER OF PATENTS AND TRADEMARKS, BOX M. FEE, WASHINGTON, 

6973 
NOTICE TO: 
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PTOl *09 rBFV 1-65) PART A 



CHRONOLOGY OF NON-ABSORBABLE 
POLYPROPYLENE SURGICAL SUTURE 

December 23, 1987 

January 11, 1988 

January 12, 1988 

February 5, 1988 

February 25, 1988 

March ,3, 1988 

March 11, 1988 

August 5, 1988 

Feasibility Study Request 

Submission of Clinical 
Feasibility Studies 

Submission Received at FDA 
and Assigned IDE NO. G880005 

Conditional Approval of IDE 
Application 
Request for Additional 
Information 

Submission of IDE Supplement 
with Additional Information 

Human Clinical Studies Began 

Approval of IDE Application 

6-Month 
List 

Report-Investigator 

September 29, 1988 

October 19, 1988 

January 9, 1989 

February 6, 1989 

February 28, 1989 

August 31, 1989 

FDA Meeting Report: 
Suggested that Feasibility IDE 
Study be Supplemented to 
Increase Patient Numbers 

FDA Meeting Report: 
Summarized Ophthalmic Study and 
USP vs. Elastic Suture Specs 

IDE Supplement for 
Investigational Plan Changes 

IDE Supplement Approval 

Yearly Progress Report 

6-Month 
List 

Report-Investigator 

May 1, 1990 Human Clinical Studi 
Completed 

May 2, 1990 Annual Progress Report 



EXHIBIT D (Continued) 

June 7, 1990 FDA Acknowledgement of 
May 2, 1990 Report 

August 21, 1990 

September 10, 1990 

Final Report IDE G880005 

Final Report - Request for 
Additional Information 

September 27, 1990 Response to Request for 
Additional Information 

September 28, 1990 FDA Requested Additional 
Information 

October 16, 1990 FDA Telephone Questionnaire 
for Additional Information 

October 26, 1990 

November 27, 1990 
IDE Final Report and Clinical 
Study 

FDA Documented Telephone 
Questionnaire Dated 10/16/90 

4 

FDA Acknowledged Completion of 

(jl)291188.jll 





I hereby certify that this correspondence is being deposited with 
the United States Postal Service as first-class mail in an envelope 
addressed to: 
Commissioner of Patents 

on this^ of 

By AiM 

121*56 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

) 
U.S. PATENT NO. 4,621,638 ) 

) 
ISSUED: NOVEMBER 11, 1986 ) 

) 
TO: THOMAS A. SILVESTRINI ) 

) 
FOR: HARD ELASTIC SUTURES ) 

Hon. Commissioner of Patents 
and Trademarks 

Washington, D.C. 20231 

SUPPLEMENTAL DECLARATION 
OF GERALD H. SCHULZE 

Gerald H. Schulze deposes and states that: 

1) He is Senior Vice President of Pfizer Hospital Products Group, 

Inc. ("Applicant"). 

2) Human clinical studies on the subject non-absorbable 

polypropylene surgical suture (Deknatel Microflex Opthalmic 

Suture) began on March 1, 1988. 

3) Attached to this Declaration as Exhibits "A" to "J" are true 

and correct copies of the following: 

A) Letter to Deknatel from the Food and Drug Administration 

("FDA") dated January 12, 1988 assigning IDE No. G880005 

to Deknatel IDE submission. 



B) Letter to Deknatel from FDA dated February 5, 1988 

conditionally approving Deknatel IDE. 

C) Letter to Deknatel from FDA dated March 11, 1988 

approving IDE supplement. 

D) Letter to Deknatel from FDA dated February 6, 1989 

approving IDE supplement. 

E) Deknatel annual progress report dated February 28, 1989. 

F) Deknatel annual progress report dated May 2, 1990. 

G) Letter to Deknatel from FDA dated June 7, 1990 

acknowledging completion of investigation. 

H) Letter from Deknatel to FDA reflecting filing of 510(k) 

Premarket Notification. 

I) Letter (incomplete) from FDA to United States Surgical 

Corporation, dated July 5, 1990, relating to 

reclassification of non-absorbable polypropylene surgical 

suture. 

J) Federal Register, Vol. 56, No. 105, Friday May 31, 1991, 

pp. 24684-85, showing reclassification of the Deknatel 

device from Class III to Class II, effective July 5, 

1990. 

Applicant became aware of the reclassification some time very 

shortly after it became effective on July 5, 1990, when 

Deknatel received a copy of Exhibit 3(1). 

That all statements made herein of his own knowledge are true, 

and that all statements made on information and belief are 

believed to be true, and further that these statements are 



made with the knowledge that willful false statements and the 

like so made are punishable by fine or imprisonment or both 

under Section 1001 of Title 18 of the United States Code and 

that such willful false statements may jeopardize the validity 

of this application or any extension of patent term granted 



Public Health Service DEEAHXMENT OP HEALTH AND HUMAN SERVICES 

rood and Druf Adainlatration 
Cantor for Dovicoa and 
Radiological' Hoalth 
•757 Ooorgia Avanuo 
Silvor Spring, MD 20910 

January 12, 1988 

DEKNATEL 
2300 MARCUS AVENUE 
LAKE SUCCESS, NY 11042 
ATTN: BETTY OROFINO 

Dear Sponsor: 

The information you have submitted, as required by the Food and 
Drug Administration (FDA) investigational device exemptions (IDE) 
regulation, has been assigned the following document control 
number: 

IDE Number: G880005 
Dated: 01/11/88 
Received: 01/12/88 
Device: ELASTIC POLYPROPYLENE SUTURE 

FDA will notify you when the review of this submission has been 
completed or if any additional information is required. In ac¬ 
cordance with Section 812.30 of the IDE regulation, you may 
begin your investigation 30 days after the date FDA received your 
submission, unless FDA notifies you that your investigation may 
not begin. • 1 

Any administrative questions concerning this submission should 
be directed to the IDE staff at (301) 427-8162. Any future cor 
respondence regarding this submission should be identified with 
your IDE number and should be submitted, in triplicate, to: 

/ 

Food and Drug Administration 
Center for Devices and 

Radiological Health 
Document Mail Center (HFZ-401) 
8757 Georgia Avenue 
Silver Spr i"9i Maryland 20910 

Sine 

TimdTiyy K. uiatowsKi 
Acting Director, IDE Staff 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

FEB . 5 (968 
Ms. Betty Oroflno 
Manager 
Clinical and Regulatory Affairs 
DEKNATEL 
Division of Pfizer Hospital Products Group t 
2300 Marcus Avenue 
Lake Success, New Tork 11042 

Inc. 

Food and Drug Administration 
8757 Georgia Avenue 
Silver Spring MD 20910 

RECEIVED 

PEB 12 1988 

Re: IDE Nuaber G880005 
Elastic Polypropylene Suture 
Dated: January 11, 1988 
Received: January 12, 1988 

Dear Ms'. Oroflno: 

REGULATORY AFFAIRS 

The Food and Drug Administration (FDA) has reviewed your Investigational device 
exemptions (IDE) application. Your application Is conditionally approved, and 
you nay begin your investigation at New York Eye and Ear Infirmary, New York, 
New York and University Medical Center, Salt Lake City, Utah, after you have 
obtained institutional review board (IRB) approval and submitted certification 
of IRB approval to FDA. Your Investigation Is limited to 3 Institutions and 30 
subjects. 

This apprbval ii being granted on the condition that, within 30 days from the 
date of this letter, you submit Information correcting the following 
deficiencies: 

1. Include a space to record the tissue sutured on the patient report 
form. 

2. Provide objective definitions for the rating scale used to evaluate 
tissue reaction. 

3. Provide labeling for the device that Includes the statement, "CAUTION - 
Investigational device. Limited by Federal (or United States) law to 
Investigational use." 

4. You must submit an environmental assessment as described by 21 CFR 
25.31(a), or claim a categorical exclusion from this requirement by 
stating to us that "devices shipped under the Investigational Device 
Exemption are Intended to be used for clinical studies In which waste 
will be controlled or the amount of waste expected to enter the 
environment may reasonably be expected to be nontoxic" as provided for 
in 21 CFR 25.24(e)(7). 



Fage 2 - Ms. Betty Orofino 

This loforaatlon should be identified as an IDE supplement referencing the 
IDE number above, and aust be submitted in triplicate to: 

IDE Document Mall Center (HFZ-401) 
Center for Devices and Radiological Health 
Food and Drug Administration 
8757 Georgia Avenue 
Silver Spring, MD 20910 

If you do not provide this Information within 30 days from the date of this 
letter, we aay take steps to propose withdrawal of approval of your IDE 
application. 

FDA will waive those requirements regarding the submission and prior FDA 
approval of a supplemental application and receipt of certification of IRB 
approval for the addition of investigational sites (21 CFR 812.35(b)) 
provided: 

1. The total number of investigational sites does not exceed 3 and the total 
number of patients shall not exceed 30. 

2. You maintain current records on: 

a. ' the names and addresses of all investigational sites, 
b. the name8 and addresses of all investigators, and identifying those 

that are currently participating, 
c. the names, addresses and chairpersons of all IRBs, 
d. the dates of the IRB approvals, and 
e. the dates of first shipments or first use of Investigational devices 

for all participating Institutions. 

3. Within 5 days of reaching the investigational site limit, you submit to FDA 
a current list containing the information specified in 2(a-e) above. 

4. The current investigator list to be submitted to FDA at 6-month Intervals 
(21 CFR 812.150(b)(4)) will contain the Information specified in 2(a-e) 
above. 

t . 

5. You submit to FDA, within 2 days of receipt of a request by FDA, a current 
list containing the Information specified in 2(a-e) above. 

6. The reviewing IRB does not require any significant changes in the 
investigational plan or in the informed consent. 



Page 3 - Ms. Betty Oroflno 

If you agree to these conditions, you may begin an Investigation at a new 
Investigational site after the IRB has approved the Investigation* No 
documentation should be submitted for any Institution within the approved limit 
until the Investigational site limit is reached or the 6-month current 
investigator list Is due* You must submit a supplemental IDE application, and 
receive FDA approval, prior to expanding the Investigation beyond the limit 
specified above. If you do not agree to these conditions, you must comply with 
the full requirements of submission of a supplemental IDE application for new 
Investigational sites (21 CFR 812.35(b)). FDA assumes that you have agreed to 
the conditions of this waiver unless you specifically notify us In writing of 
your disagreement. 

We would like to point out that FDA approval of your IDE application does not 
Imply that this investigation will develop sufficient data to assure a 
determination of substantial equivalence of a premarket notification (510(k)) 
submission or sufficient safety and effectiveness data to assure FDA approval 
of' a premarket approval (PMA) application for this device* You may obtain the 
guideline for the preparation of a PMA application, entitled "Premarket 
Approval (PMA) Manual," from the Division of Small Manufacturers Assistance at 
their toll free number (800) 638-2041 or (301) 443-6597. 

Ve have enclosed the guidance document entitled "Sponsor Responsibilities for a 
Significant Risk Device Investigation" to help you understand the functions and 
duties of a sponsor. Please contact the individuals listed below if you have 
any questions regarding these responsibilities* 

If you have any questions, please contact Kenneth A. Palmer, Ph.D., at (301) 
427-7238 or Mr. Timothy A. Ulatowski, at (301) 427-8162. 

/ 

Sincerely yours. 
IS 
\ 

Kshitij Mohan, Ph.D* 
Director 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

-}> -H/' 

Public Health Service 

MAR I | 1988 

&- -r 

Ms. Betty Oroflno 
Clinical and Regulatory Affairs 
DEKNATEL 
Division of Pfizer Hospital Products Group, Inc. 
2300 Marcus Avenue 
Lake Success, New York 11042 

Food and Drug Administration 
8757 Georgia Avenue 
Silver Spring MO 20910 

Re: IDE Number G880005/S1 
Elastic Polypropylene Suture 
Dated: February 25, 1988 
Received: February 26, 1988 

Dear Ms. Orofino: 

The Food and Drug Administration (FDA) has reviewed the supplement to your 
investigational device exemptions (IDE) application. You have corrected the 
deficiencies listed in our February 5, 1988 conditional approval letter.■ 
Therefore, your application is approved and you may conduct your Investigation 
at the institutions listed in our February 5, 1988 letter where you have 
obtained institutional review board (IRB) approval. Your investigation is 
limited to 3 institutions and 30 subjects. 

Sincerely yours. 

Kshitij Mohan, Ph.D. 
Director 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

FEB 6 

Food and Drug Administration 
8757 Georgia Avenue 
Silver Spring MD 20910 

RECEIVED DEKNATEL 

Ms* Any Peterson 
Manager, Regulatory Affairs 
Deknatel, Inc* 
600 Airport Road 
P.O. Box 2980 
Pall River, Massachusetts 02722-2980 

Ret IDE Number G880005/S3 
Elastic Polypropylene Suture 
Dated: Jamary 9, 1989 
Received: Jamary 10, 1989 

FEB 13 1989 

Dear Ms. Peterson: 

The Food anil Drug Administration (FDA) has reviewed the supplement to your 
investigational device exemptions (II®) application preposing expansion of the 
rumber of investigational sites and patients enrolled in the study, and 
revision of the protocol to include the use of the continuous suturing 
technique. Your supplement is approved, and you may implement these changes at 
the institutions enrolled in your investigation. Your investigation is limited 
to 4 investigational sites and 120 patients (60 of which are to be control). 

Si me FDA believes this change affects the rights, safety or welfare of the 
subjects, you must also obtain institutional review board (IRB) approval before 
implementing this change in your investigation (21 CFR 812.35(a)). 

we would like to point out that FDA approval of your supplement does not imply 
that this investigation will develop sufficient data to assure a determination 
of substantial equivalence of a premarket notification (510(k)) submission or 
sufficient safety and effectiveness data to assure FDA approval of a premarket 
approval (PMA) application for this device. You may obtain the guideline for 
the preparation of a PMA application, entitled "Pranarket Approval (PMA) 
Manual," from the Division of Small Manufacturers Assistance at their toll free 
number (800) 638-2041 or (301) 443-6597. 

' * Ik * 

ff.T 

You should also give serious consideration to the following items which are 
considered essential for the analysis of your data for the purpose of 
determining safety and effectiveness for a future PMA application: 

You are remirded that ary claims or indications for use statements that 
cure made for this device must be substantiated with valid scientific 
evidence. 



Page 2 - Ms. Amy Peterson 

If you have ary questions, please contact Mr. Kevin J. Crossen at (301) 
427-7238 or Mr. Timothy A. Olatowski at (301) 427-8162. 

Sincerely yours, 

Nirmal K. Mistura, D.V.M., Ph.D. 
Deputy Director, Division of 

Surgical and Rehabilitation Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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600 AIRPORT ROAD. P. O. BOX 2980. FALL RIVER, MA 02722-2980/PHONE 508-677-6600/TELEX 493-8856/FAX 508-677-6666 

February 28, 1989 
exhibit 

IDE Document Mail Center (HF2-401) 
Center for Devices and Radiological Health 
Food and Drug Administration 
8757 Georgia Avenue 
Silver Springs, MD 29010 

Res Annual Progress Report for Elastic Polypropylene Suture 
IDE tt G880005 

This submission is being made in compliance with 
CFR 812.150 (b) <5) in fulfillment of the sponsors 
responsibility to provide a progress report at least 
to FDA. 

year ly 

This report contains confidential information and we request 
its contents be provided the full protection as provided by 
the law. 

If any questions exist, please contact the undersigned. 

Sincerely, /~\ incereiy, s\ 

/^o 
Harry Savard 
Manager , 
Regulatory Affairs 
(508) 677-6487 

*T" 
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600 AIRPORT ROAD, P. 0. BOX 2980. FALL RIVER, MA 02722-2900/PHONE 508-677-6600/TELEX 493-6856/FAX 508 

May 2, 1990 

Office of Device Evaluation 
Document Mail Center (HFZ-401) 
Center for Devices and Radiological Health 
Food and Drug Administration 
1390 Piccard Drive 
Rockville, MD 20850 

RE: ANNUAL PROGRESS REPORT: IDE #G8Q0005^ 

Dear Sir/Madam, 

Deknatel, Division of Pfizer Hospital Products Group, Inc., 
expects to submit a PMA supplement for our Deklene^ II 
Polypropylene Non-Absorbable Surgical Suture, U.S.P. for 
ophthalmic use on or about June 1, 1990. 

Me'have completed the study approved under the subject IDE 
in support of this submission. 

The PMA supplement will be filed in lieu of the required 
Annual Progress Report. 

If you should have any questions, please contact me at 
(508) 677-6543. 

Harry Savard 
Manager, Regulatory Affairs 

HS\r c 



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

JUN-7MD 

Mr. Harry Savard 
Manager, Regulatory Affairs 
Deknatel, Inc. 
600 Airport Road 
P.0. Box 2980 
Fall River, Massachusetts 02722-2980 

Re: IDE Number G880005/S7 
Deklene* II Polypropylene Non-absorbable 

Surgical Suture, O.S.P. for Ophthalmic use 
Dated: May 2, 1990 
Received: May 8, 1990 

Food and Drug Administration 
1390 Piccard Drive 
Rockville, MD 20850 

Dear Mr. Savard: 

The Food and Drug Administration (FDA) acknowledges the completion of 
your investigation. A final report must be submitted to FDA, all 
reviewing Institutional review boards (IRBs) and all participating 
Investigators within 6 months from completion of your Investigation 
(21 CFR 812.150(b)(7)). We understand that you intend for your 
upcoming PMA submission to serve as the final report for this IDE 
application. You must submit an IDE supplement which references the 
PMA submission containing the final report. Your IDE application will 
not be considered closed until FDA receives the final report. 

If you have any questions, please contact Ms. Diane Minear at 
(301) 427-1090 or Ms. Nancy F. Teague at (301) 427-1190. 

Sincerely yours, 

/\v^- 
# 

H-1 Carl A. Larson, Ph.D. 
'■ Director 

Division of Surgical and 
Rehabilitation Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

result; c:; / AFFAIRS 



a company 

600 AIRPORT ROAD. P O. BOX 2980. FALL RIVER. MA 02722-2980/PHONE 508-677-6600/TELEX 493-8856/FAX 508-677-6666 

August 21, 1990 

Office of Device Evaluation 
Document Mail Center (HFZ-401) 
Center for Devices and Radiological Health 
Food and Drug Administration 
1390 Piccard Drive 
Rockville, MD 20850 

RE; FINAL REPORT 
IDE* G880005 

Dear Sir/Madam, 

Please .be informed that Deknatel Division, Pfi2er Hospital 
Products Group, Inc., has filed a 510(k) Premarket 
Notification No. K903643, entitled "Deknatel MICROFLEX™ 
Ophthalmic Polypropylene Suture". Appendix H of the 510(k) 
document contains the Final Report for subject IDE# G880005 
per 21 CFR 812.150(b)(7) Sponsor Reports-Final Report. 

If you should have any questions, please contact me at 
(508) 677-6543. 

Sincerely, 

Harry Saverd 
Manager, Regu1atory Affairs 

HS/rc 



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

JUL 5 1990 

Food and Drug Admmisiraw 
1390 Piccard Drive 

Rockville. MD 20450 

Mr. Walter S. Hennig 
Vice President, Quality Functions 
United States Surgical Corporation 
150 Clover Avenue 
Norwalk, Connecticut 06856 

Re: Reclassification of Nonabsorbable Polypropylene 
Surgical Suture, Docket Number 88P-0173 

Dear Mr. Hennig: 

INTRODUCTION 

The Center for Devices and Radiological Health (CDRH) for the Food and 
Drug Administration (FDA) has completed its review of your reclassification 
petition for the nonabsorbable polypropylene surgical suture. FDA concludes 
chat the generic type of device, nonabsorbable polypropylene surgical suture, 
and all devices substantially equivalent to this generic type, should be 
reclassified from class III into class II with a low priority for the 
development of a performance standard. This order, therefore, reclassifies 
nonabsorbable polypropylene surgical sutures into class II effective 

immediately. 

FDA identifies the generic type of device the subject of this 

reclassification, as follows: 

Nonabsorbable polypropylene surgical suture is a monofilament, 
nonabsorbable, sterile, flexible thread prepared from long-chain 
polyolefin polymer known as polypropylene and is indicated for use 
in soft tissue approximation. The polypropylene surgical sucure 
meets USP requirements as described in the USP Monograph for 
Nonabsorbable Surgical Sutures; it may be undyed or dyed with an 
FDA approved color additive; and the suture may be provided with 
or without a standard needle attached. 

As you know, on May U, 1988, FDA filed the reclassification petition 
submitted by Advanced Biosearch Associates of Danville, California on your 
behalf requesting reclassification of nonabsorbable polypropylene surgical 
suture from class III into class II. The petition was submitted under section 

0&D - nil'* JK k / 4 
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classified under seccion 520(1)(1). Nothing in the act suggests that 
transitional device reclassification should be initiated under any section of 
the act other than section 520(l)(C). 

The act's precarkec notificaticr. requirement demonstrates further that 
this proceeding is authorized by the transitional device reclassification 
provisions. If any person were to file a premarket notification under section 
510(k) of the act. 21 U.S.C. 360(k), he would be required to identify: 

The class in which the device is classified under section 513 or 
if such person determines that the device is not classified under 
such section, a statement of that determination and the basis for 
such person's determination that the device is or is not so 
classified (emphasis added). Id. 

Clearly, nonabsorbable polypropylene surgical suture was not classified 
under section 513. Congress, as evidenced by the underlined portion of the 
above-quoted language, recognized that classification could occur outside of 
section 513. Section 520(1)(1) presides the only means of classifying a 
device outside of section S13 available under the act, and nonabsorbable 
polypropylene surgical suture was classified under the authority of that 
section. Accordingly, any person now bringing nonabsorbable polypropylene 
surgical suture to the market for the first time would be required to inform 
the'agency in the context of section 510(k) of whecher his nonabsorbable 
polypropylene surgical sucure is substantially equivalent to a preanendment 
suture, as classified under section 520(1)(1), or a unique .and, therefore, 
"new" sucure as classified under section 513(f)(1). 

For the nonabsorbable polypropylene surgical sucure the subject of this 
reclassification proceeding, it is unchallenged that it was classified into 
class III under seccion 520(1)(l). Accordingly, since neither sections 
520(1)(1) nor 520(1)(2) express ar.y time restraints or other limitations 
regarding the acts of classification or reclassification of transitional 
devices, and since the Amendments, through premarket notification, intend thac 
substantially equivalent devices, including transitional devices, be 
classified the same, I must conduce thac the agency's position, chat section 
520(1)(2) describes the reclassification procedures for evices originally 
classified under section 520(1)(1). is reasonable and sh.uld be 

followed.1 

' The agency's understanding of the transitional device provision is 
consistent with the act and che agency's regulations, and is also supported by 
legislative history, stating: 

[the] (o)pportunity to petition [under the transitional device 
provisions) for reclassification to class II or I is afforded 
the manufacturer or importer of any device classified inco 
class III as a result of (section 520(1) (1).] 

H.R. Rep. No. 853, 94th Cong.. Zd Sess., February 29. 1976 at 3S. 
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As the above discussion demonstrates, Congress intended to permit 

persons, who for the first time desire to manufacture or import transitional 
devices, the opportunity to seek reclassification under section 520(1) (2), 

notwithstanding the fact that reclassification was sought well after the 

passage of the Amendments. Moreover. U.S. Surgical, in our view and as the 
record shows, is an appropriate party to petition for reclassification under 

section 520(1)(2) in that the cocpar.y intends to market nonabsorbable 

polypropylene surgical suture, and presently has received approval from FDA to 

export nonabsorbable polypropylene surgical suture to Italy, West Germany. 

France,* The Netherlands and Switzerland (Ref. 150). Under these 

circumstances, U.S. Surgical, like any person submitting a premarket 
notification under section 510(k) seeking classification under section 

520(1)(1). has standing to pursue reclassification under section 520(1)(2) 

from an automatic class III place..= ..w. 

DECISION 

After reviewing the publicly available literature in the record, the 
Panel's deliberation, and FDA's past actions regarding nonabsorbable 
polypropylene surgical suture, it is apparent to FDA that a class III 
designation for nonabsorbable polypropylene surgical suture constitutes 

overregulation. 

•By limiting the generic class, the subject of tms orcer, to nonabsorbable 
polypropylene surgical suture, as defined on page 1. FDA. according to the 

record evidence, has limited this reclassification to nonabsorbable ^ 
polypropylene surgical suture with the same or similar health risks. . mis 
approach is entirely consistent with FDA's definition of a generic type of 

device, seg 21 CFR 860.3< i). ar.d its view that "(tjhe similarity of health 
visits is fundamental to the concept of classification by generic type ot 

device," see 43 Fed. Reg. 329S9. 32992 (July 28, 1978). 

Additionally. U.S. Surgical has provided information in its petition to 
show that, despite variations-ir. r.c nabsorbable polypropylene surgical suture 

materials and manufacturing processes, test methods exist to demonstrate 
whether anv nonabsorbable polypropy.ene surgical suture is within the scope of 

the generic type of device identified in this order. Therefore, ve believe 
that the nonabsorbable polypropylene surgical suture is well characterized and 

an appropriate candidate for reclassification. 

As you have demonstrated, cl 
nonabsorbable polypropylene sure 

where class I controls alone are 
safety and effectiveness, and su 
performance standard to provide 
513(a)(1)(B) of the act. 21 U.S. 
demonstrates, the publicly avail 
the administrative record in thi 
and risks that define the safety 
polypropylene surgical suture, 
demonstrates the basis of a per: 
and risks and. thus, -sufficient 
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II controls are appropriate to regulate 

1 suture. Class II controls are indicated 
adequate to reasonably assure a device's 
cient information exists to establish a 

such an assurance. See section 
360c(a) (1) (B) . As our discussion below 
e valid scientific evidence contained in 
atter identifies the performance parameters 

d effee civeness of nonabsorbable 
o, valid sciencific evidence in che record 
ance standard to control these parameters 
formation to establish a performance 
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standard," (see section 513(a)(1)(c)), exists to classify nonabsorbable 
polvpropylene surgical suture into class II. 

A class II classification cav cccur with or without an actual standard 
* * • 

being in place. Of importance is the fact that enough is known about the 
performance of nonabsorbable polypropylene surgical suture that the generic 
premarket clearance criteria of a performance standard constitute a more 
appropriate level of regulatory control than the agency's product by product 
preaarket review, mandated by class III controls. Indeed, the data in the 
record show that when weighing benefits to the probable risk pf illness or 
injury resulting from the use of nonabsorbable polypropylene surgical suture, 
class III controls are unnecessary to assure the device's safe and effective 
performance. 

In granting your petition. FTA has relied on valid scientific evidence, 
as defined by 21 CFR 860.7(c)(2). The agency's regulations prescribe various 
tvpes of evidence that may be valid scientific evidence, including, for 
exarr.ole. well-controlled studies and reports of significant human experience 
•-ith marketed devices. Although a well-concrolled investigation is a 
component of valid scientific evidence, it is important to appreciate that 
such an investigation is but or.e type of evidence that can be relied upon by 
FDA to make classification and ether regulatory decisions. 

FDA firmly believes that er.c-prcduct test methods are available to 
thoroughly evaluate nonabsorbable polypropylene surgical suture, and that 
publicly available valid scientific evidence supports this conclusion. The 
agency contrues section 514 of the act to sanction the use of end-procucc 
testing as a means of evaluating the properties and performance of a device. 
In that nonabsorbable polypropylene surgical suture is considered by the 
agency to be well characterized, ar.d the record evidence supports this 
conclusion, and since valid scientific evidence shows the applicability of 
various end-product tests to the use of the suture in humans, we believe that 
class II controls provide a reasonable means, consistent with the act's 
purpose, to regulate nonabsorbable polypropylene surgical suture. 

SCIENTIFIC BASIS 

Suture Characterization 

By definition, the nonabsorbable polypropylene surgical sucure is well 

characterized. The suture is a nenofilament, nonabsorbable, scerile, flexible 
thread prepared from long-chain polyolefin polymer known as polypropylene and 
is indicated for use in soft tissue approximation. The polypropylene surgical 

suture meets USP requirements as described in the USP Monograph for 
Nonabsorbable Surgical Sutures; it ray be undyed or dyed with an FDA approved 
color additive; and the suture ray be provided with or without a standard 

needle attached. 

The nonabsorbable polypropylene surgical suture manufacturing process 
begins with production of the isctatic form of the polypropylene polymer 

wherein the attached methyl groups are arranged in a stereoregular 
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configuration along one side of the "plane" described by a zig-zag carbon 

chain. It is produced in a solver.: polymerization, using hydrocarbon solvent 
under pressure, at high temperatures and in the presence of a Zeigler-Sacra 

catalyst which promotes the for=«:;:n of the stereoregular isotatic form o: 

the polypropylene polymer. The resulting insoluble isotatic polymer resin is 
subsequently purified by filtration and extraction to remove the catalvsc. and 

* * 

then dried. Nonabsorbable polypropylene surgical suture may be left ur.dved 

(natural), or if desired, dyed with an FDA listed color additive in accordance 
with section 706 of the act. 

* 

The polypropylene resin is extruded ac high temperature into polymer 

fibers of uniform diameter, and a specific multiple of their length are drawn 
or stretched to provide the necessary tensile properties. Nonabsorbable 
polypropylene surgical suture is ordinarily monofilamentous, and dependir:t 
upon the final suture size desired, fibers of appropriate diameter and 

characteristics are produced. The processed thread is then cut to length, 

gauged to ensure uniform diameter and tensile strength in accordance with the 
requirements of United States Pharmacopeia (USP) , appropriately packaged (with 

or without an attached needle), ar.d sterilized to produce a finished suture 
(Refs. 7, 9, 29, 32, 65, 105, 122. 134 and 135). 

Record data show that r.onabs: 

performance parameters ar.d uses a 

the generic type of device preset 
Indeed the characteristics and cc 
(Refs. 23, 24, 57, 58, 65, 72. 90 
134 and 135). Moreover, the per: 
polypropylene surgical suture are 
64, 121, 133, 134, 135 and 137) a 

effective use of nonabsorbable po 
17, 21, 33, 41, 42, 87, 95. 120* a 

r'table polypropylene surgical suture's 
re well documented and understood, and that 

:s a reasonably uniform risk/benefiw profile 
zpcsition of polypropylene are well-defined 
, 51, 95. 113, 117, 120, 121, 126, 128-131, 
orzance parameters of existing nonabsorbable 
well established (Refs. 9, 24, 29, 45, 50, 

r.c the record shows the reasonably safe and 
Ivrropylene surgical suture in hunans (Refs, 
r.c 138). 

The end product, given its in: 

.strength characteristics (Refs. 9. 

*113, 117, 120, 121. 126, 128, 125. 
evaluated by uniform end-product : 
notwithstanding different manure:: 
85, 133. 134 and 135), and will, a 
strengths. Since record data she- 
surgical sutures present similar : 
9. 24. 29. 45, 50, 64, 121, 133, 1 
conjunction with other controls. - 
reasonably assuring safe and e::e; 

sutures. 

cations for use, must have certain tensile 
23. 28, 30, 34, 64, 74, 85. 89, 90, 91. 95, 

130, 133, 137 and 142). USP sutures, 
sting, will perform successfully, 
ring processes (Refs. 7, 9, 64, 137, 2-, 
:ng ocher things, have uniform tensile 
that all nonabsorbable polypropylene 
sks and performance characteristics (P.efs. 

135 and 137), end product testing, in 
11 provide an appropriate means of 
ive nonabsorbable polypropylene surgical 

In sura, the principal materials used to produce nonabsorbable 
polypropylene surgical suture is isctatic polypropylene polymer, and the 
physical characteristics of these polypropylene polymers are well understood. 
The USP Standard (Ref. 133 a-1), :he American Society for Testing and 
Materials (ASTM) standards (Ref. r s-t) and other state-of-the-art test 
methods exist to evaluate and analyte the manufacturing process, composition, 
and physical, mechanical and biological properties of any nonabsorbable 
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of oxidative degradation vary according to exposure to ultraviolet radiation, 
ar.d cav make the use of the suture in the eye questionable (Refs. 4, 32. 42. 
“0 ar.c' U9). Oxidative enzyme activity and the type of tissue at the wound 
site. e.g.. actively metabolizing tissues, tissues with high oxygen 
concentration, and inflammation cay also contraindicate the suture for certain 
applications (Refs. 4, 32. 42, 43. 44, 70 and 149). 

The patient's health and rescanse to the suture material may affect 
wound healing (Refs. 11. 17. IS. 4S. 66. 74. 80. 81. 87. 107, 108, 109 and 
121). Patients whose health has been compromised or weakened, by poor 
nutrition, advanced age, obesity, uncontrolled diabetes, infection, anemia, or 
with certain forms of cancer, cay exhibit delayed wound healing (Refs. 11. 17, 
18, 48, 66, 74, 80. 81, 87, 107. 1C;, 109 and 121) which may increase the 
likelihood of suture failure. Although some of these factors have been shown 
exoerinentallv to delay increases in wound strength, a nonabsorbable suture, 
such as nonabsorbable polypropylene surgical suture, may be preferred over 
absorbable sutures due to the suture's continuous support of tissues (Refs. 

17, 4S, 66, 74, 108. 121 and 137). 

The appropriate use of nonabsorbable polypropylene surgical suture is 
important in defining its performance. The record shows that nonabsorbable 
oolvcropylene surgical suture has teen successfully used in various wour.c 
sites and conditions in humans (Refs. 17, 21, 33, 41, 42, 87, 95, 120 and 
138). Although, wound dehiscence is most sfgniticant in wouno closures 
involving sites which can undergo expansion, stretching, or distention, such 
as the abdomen, chest, and joints, nonabsorbable polypropylene surgical suture 
may be the suture*of choice due to its continued support of tissues (Refs. 11, 
17. 18, 22. 33, 48. 66. 74, 79. SO. tfi. 87, 102, 108, 121 and 137). Using 
nonabsorbable polypropylene surgical suture to close certain wounds has 
documented advantages related to the physical properties of the suture (Refs. 
11. 22. 33. 66. 74, 79, 80, 81, 87. 108 and 121). 

Surgical technique also affects the performance of sutures, including 
nonabsorbable polypropylene surgical suture. Improper closure technique can 
result in tissue separation and failure of the wound to heal. The factors 
relating to the wound closure technique that contribute to wound dehiscence 
include the tightness with which sutures are tied, suture knot security, the 
adequacy of tissue bites to allow fcr adequate wound expansion due to 
distention and damage to the suture curing placement (Refs. 11, 17, 13, 21, 
23. 43. 57. 53, 64. 66. 69, 74. 77. 79. 83, 87, 95, 102. 107. 108, 109, 115. 

117, 120, 121, 129 and 130). 

The critical parameter of zer.sile strength can be controlled by standard 
in vitro test methods and animal testing. The tensile strength of 
nonabsorbable polypropylene surgical suture before implantation and after 
explancation may be measured ir. a motor-driven tensile strength machine using 
equipment and procedures described in the USP (Refs. 133. 134 and 135). 
Moreover, various American Society tor Testing and Material (ASTM) tests to 
evaluace sucure. strength exist ar.d include, for example, yarn breaking load, 
breaking tenacity in loop/knot configuration, single textile fiber tensile 
strength, and itj vitro strength loss and material degradation tests (Refs. 9, 
134 and 135). Finally, to determine the effects of implantation of 
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nonabsorbable polypropylene surgical suture upon tensile strength, various in 

vitro and in vivo methods used by Salthouse (Refs. 116 and 117), Postlethvaic 
(Ref. 110), and others (Refs. 30, e-. 128, 129 and 130), which compare the 
tensile strength of various absorbable and nonabsorbable sutures, show a 

suture's performance characteristics. 

The various evaluative methods included in the above references are 

applicable to the safe and effective use of nonabsorbable polypropylene 

surgical suture in humans in that sutures that have been successfully used in 

humans are routinely evaluated with these evaluative methods .(Refs. 17. 21, 

33, 41, 42, 87, 95, 120 and 13S). Importantly, the time necessary for wound 
healing in various sites in humans is known (Refs. 2, 3, 5, 6, 13, 14, 19, 20, 

24, 25. 27, 38, 39, 49, 50, 52, 60. 61, 63, 74, 75. 76, 77, 78, 98, 101, 103, 
107. 114, 116, 121, 124, 127, 137 ar.d 143), and the above methods permit a 
determination of whether sufficient suture tensile strength will be present 

over time to assure a successful result at any given wound site. 

Also, many of the above-icer. 

be adequately controlled by label! 

into a class II standard or requi. 
which include, araong ocher chines, 

use. Disclosures can be trade wh:c 
nonabsorbable polypropylene surgic 

incracajneraiiy in cne eye. Also, 

labeling that users must be facili 
involving nonabsorbable polypropyl 

tified performance parameters and risks can 
r.e disclosures which may be incorporated 
ed by the class I misbranding controls, 

the requirement of adequate directions for 

h contain warnings against the use of 
al suture in certain conditions, such as 

risks may be avoided by disclosing l;i 
ar with surgical procedures and techniques 

er.e surgical suture before using it to close 

wounds. 

2 . Tissue Inflammatory Response 

A tissue inflammatory response is an acute or chronic, localized 

reaction. Many factors may cause a tissue inflammatory response, including 
trauma attributed to the implantation of a suture, (Refs. 17, 29, 50, 66. 69 

110, 116, 117, 121, 125. 126 anc 1"). and foreign body reactions to the 

suture material (Ref. 74, 87, 107, il9, 121, and 123). 

, Various studies have documented that an early tissue inflammatory 
reaction results from the trauma o: inserting sutures and does not occur as a 

result of a reaction to suture material (Refs. 82, 84 and 144). When the 
suture is placed within tissue with little or no trauma, no inflammatory cell 
response results, suggesting the ccr.clusion that the body's nonspecific 
response to tissue injury induces the appearance of inflammatory cells usually 

seen immediately after suturing (Refs. 31, 87. 107, 119, 146 and I4*7). Tr.e 
initial reaction of tissues after suturing reflects the amount of injury 
inherenc in the process, and that injury typically is the same for all sutures 

5 to 7 days after suturing (Refs. 1", 111. 121, 126, 127 and 137). 

The inflammatory response observed beyond 5 to 7 days postoperativety is 

dependent upon the nature of the srecific suture material employed. 
Specifically, synthetic materials elicit a lesser response than sutures c: 
natural origin (Refs. 29. 110, 116. 117, 119, 121 and 136), and nonabsoroaole 
polypropylene surgical sutures elicit a milder response chan absorbable 



I 

Page 10 • M.r. Walter S. Kennig 

sutu-es (Refs. 37, 89, 119, 126, 127 and 137). Additionally, fine gauge 
sutures provoke a lesser response than large diameter sutures because of their 

lesser mass and therefore lesser ancunc of implanted foreign material (Refs. 

50 and 136). 

Record data show that nonabsc 

elicits a very mild chronic inflazr 

117, 119,.12l’. 126. 127 and 137), a 
this response is among the most ber. 
110). Following the initial infiam 

response to nonabsorbable polyp-®?.* 
typically characterized by gradual 

suture with little or no persis^e... 

and 147). The chronic tissue ir.fia 
polvpropylene surgical suture is oc 

elicited by certain ocher sutures ( 
though the chronic inflammatory res 
surgical suture cay be associated -■ 
circumstances and wound sites (P.e.s 

rbable polypropylene surgical suture 

atory response (Refs. 29, 89, 110, 116, 
r.d because it is ordinarily monofilcentous, 

Lgn elicited by any suture material (Ref. 

matory phase, a mild chronic tissue 
lene surgical suture is seen which is 
formation of a fibrous encapsulation of the 
cellular response (Refs. 87, 107, 119, 146 

zmatory response to nonabsorbable 

served to be mild, and less than cnac 
Refs. 87, 107, 119, 146 and 147) ever, 

ronse to nonabsorbable polypropylene 
a 

ich granuloma formation in certain 

. 74, 87. 107, 119, 121 and 123). 

Because of the biocor.patabiiicy of the synthetic polypropylene material, 

nonabsorbable polypropylene surgical suture has not been associated with 

allergic and antigenic reactions. Although the manufacturing process may 
introduce impurities and resioues that can cause tissue inflammatory response, 
numerous well-established biocorraribility tests provide methods to evaluate a 

suture's inflammatory potential, including USP tests for impurities arc ^ 

residues or other state-of-the-art analytical methods (Refs. 8, 9, 10, h, 536265. 72. 86. 93, 96, 97. 104, 106, 112, 132, 133, 134. 145 and 

148). 

In summary, the risk of early 

is related to the user technique ar.c 
polypropylene surgical suture tr.«r. - 

foreign body response to nonaoso.-*- 

in nature and, therefore, the suture 
other nonabsorbable sutures. Arprcp 

tissue inflammation may indicate tha 
inflammatory response and that r.or.ab 

less pronounced chan chat of ocr.er r. 

extent the manufacturing process 
for allergic or antigenic reaction, 
nonabsorbable polypropylene surj.ti. 

as part of a standard, exis- 

pocencial. 

3. infection 

tissue inflammation resulting from trauma 

is no greater for nonabsorbable 
or other suture material. Further, che 
le polypropylene surgical suture is niid 
in some circumstances may be preferred to 

riate labeling disclosures related to 
t all nonabsorbable sutures present an 
sorbable polypropylene surgical suture is 

onabsorbable sutures. Moreover, to the 
cause residues that introduce a potential 

which otherwise is not present with che 
. well-established biocompacioiii^^ 

evaluate the suture's inflammatory 

Although polypropylene surgical sucure is manufactured and marketed as a 

sterile device in accordance with voluntary standards for sterility (Refs^ /. 
a" 133 and 134) it. nonetheless, rav exacerbate che effects of an existing 

ulund infection, beceus, of Us reposition physical configuration and 

duration of concacc uith tissue (nets. 15. 16. 29. 31, 35. 36. 0. o. 
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55, 56, 66. 73, 122, 123, 125, 127 and 141). Ic has been established chac the 
presence of suture material in a vc-r.d increases the wound's susceptibility to 

infaction where the suture serves as a conduit for the mechanical transport of 

bacteria (Refs. 13, 29. 31, 36, 40. 50, 55, 66, 73, 108, 123, 125, 127, 136 
and 139). Also, materials which permit the adherence of the largest amount of 
bacteria cause the greatest degree of post-surgical infection (Refs. 31, 35. 

56 73 and 125). Indeed, a comparative study of 10 sutures demonstrates tr.at 
the physical configuration and chemical nature of various suture materials, 

their coating mechanisms, and the duration of contact between the sutures and 
bacteria contribute to the bacterial adherence of the suture. (Ref. 31). The 
physical’configuration of suture caterial is found to correlate positively 

with the degree to which sutures aggravate infected wounds (id.), and the use 

of suture coatings do not appear tc reduce the suture-related infection rate 

(Refs. 36. 45. 50. 55. 123 and 127). 

In the presence of infection cr contamination, all sutures appear to 

potentiate the wound infection (Refs. 29, 45, 48, 50, 123 and 127). Unile 
nonabsorbable polypropylene surgical suture is not unique in its potential to 

^acerbate infection, it does aooear to carry a somewhat lesser risk than 
other sutures in this regard (Refs. 16. 32. 40. 55, 95. 121. 123. 126, 13S and 

170). The choice of suture materia, may, therefore, be critical when clos...g 

a wound in the presence of infection or potential infection. Because the 
nonabsorbable polypropylene surgical suture presents somewhat of a lesser risk 

than other sutures to potential infection, ic is a sululb of clw.vc for 
infected wounds or contaminated wounds that present a substantial risk of 
infection (Refs. 16. 29. 32. 35. O. 45, 48, 55. 73, 95, 123, 126, 138, 139. 

140 and 141). 

In summary, since suture selection may be a critical factor in avoiding 
the exacerbation of an infection, adequate labeling for the nonabsorbable 
polypropylene surgical suture, as part of a standard, could state chat it is a 

suture of choice in closing infected or contaminated wounds. 

raleulo£enesi_s 

Nonabsorbable polypropylene : 

has been shown co be a nidus for c 
solutions of the bladder and bills 
Calculi formation occurs on other 
bladder, and calculi formation art 

the suture is in contact with ur... 

and 137). Studies also report tha 
suture, and other sutures, when ex 
duct have been associated with s^c 

surgical suture, like other suture material, 

alculogenesis when in contact with salt 
rv tract (Refs. 47, 66, 107 and 137). 
natural and synthetic sutures in the 
£2rs to be dependant on the length of c*.-e 

,5 in the bladder (Refs. 18, 47, 107, 117, 
r nonabsorbable polypropylene surgical 

icosed to salt solutions in the common bile 

r.a formation (Refs. 18, 60 and 137). 

The risk of calculogenesis resulting from implantation of nonabsoroaole 

polypropylene surgical suture ir. either the urinary or biliary tract is 

related to the length of time the suture is in contact with a salt solution in 

those tracts. The risk of calculogenesis with nonabsorbable polypropylene 

surgical suture is typical of that associated with all nonabsorbable sutures. 

Thus adequate labeling as part c: i standard, can control this ns > 

stating chat it is inadvisable co place nonabsorbable polypropylene surgical 
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suture, or for that natter, any suture, in contact with salt solutions in the 

bodv's urinary and biliary tracts. 
* 

Based on the information presented above, it can be concluded that 

nonabsorbable polypropylene surgical suture is well characterized and that 

there is sufficient publicly available valid scientific evidence to 
demonstrate chat a performance standard can be established and used, in 
combination with the general controls, to provide reasonable assurance of the 
safety and effectiveness of nonabsorbable polypropylene surgical suture. For 

control' of suture breakage, in particular, for control of suture tensile 
strength, a standard can assure device safety and effectiveness. See pages 
8-9 Likewise, suture-related tissue inflammatory response can be controlled 

by a performance standard. See p«i* 10* 

act's general controls a.so make a substantial contribution to the 

regulation of nonabsorbable polypropylene surgical suture. Manufacturing 

processes for nonabsorbable polypropylene surgical suture are and will be 

subject to FDA's Good Manufacturing Practice regulations, and the act's 

adulteration provisions. Moreover, labeling warnings and disclosures 

identified throughout this order vill provide sufficient control of various 

nonabsorbable polypropylene surgical suture-related performance parameters or 

to reasonably assure the suture's safe and effective use. risks 

While valid scientific evidence demonstrates that a performance standard 

may be written to control the material, composition, and physical 
characteristic of this generic type of device in order to reasonably assure 

its safety and effectiveness, or.e is not immediately needed. Existing 
devices, within the generic type covered by this order, typically conform to 

voluntary standards, including LS? standards for nonabsorbable surgical 
suture. Moreover, nonabsorbable polypropylene surgical suture, as currently 
manufactured, has established a reasonable record of safe and effective use. 

The basic properties, principles of manufacture, and appropriate indications 
and contra-indications for use of nonabsorbable polypropylene surgical suture 
are well-established, both scientifically and clinically, as documented in 

publicly available information contained in the petition (Refs. 28, 39, 63, 

64; 75, 76. 90. 98. 107. 121, 125 134). 

In this matter, significant ?u 

existing nonabsorbable polypropyie 
effective (Refs. 24, 29, 39, 63, > 

127). Thus. FDA concludes that ce 
standard is not immediately necess 

iicly available information indicates that 

e surgical sutures are generally safe and 

. 76. 80. 85. 98, 107, 110, 117, 121 and 
elopment of a mandatory performance 

rv to protecc the public health. 

State-of-the-art test methods 

the structure, composition, physi 
and biological properties of any 
to allow a precise determination 
effectiveness of marketed nonabso 

those intended for commercial dis 

re well-established to evaluate and analyte 
, chemical, mechanical, physicochemical 

r.absorbable polypropylene surgical sucure 

be made of the relative safety and 
able polypropylene surgical sutures and 

ibution. Thus, the determination of 
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cosparable safety and effectiveness of future nonabsorbable polypropylene 
surgical suture and marketed sutures can be made in the context of a p.t .a.KS 
notification under section 510(k) c: the act. 21 USC 360(k). 

FDA, therefore, respectfully disagrees with Panel's recommendation t 
the promulgation of a mandatory pertsrmance standard be a high priority, 
concludes that development of a mandatory performance standard should be 
priority because the establishment c: a regulatory standard is not iicec 

necessary to protect the public hea.th. 

DA 
low 

ely 

CONCLUSION 

Based on the information provic 
panel meeting, and the informa>.io.. 
concludes that the generic type o. 
surgical suture, should be reclassi 
priority for the development of a r 

d in the petition and presented at me 
ubmitted to the administrative record. FDA 
evice, nonabsorbable polypropylene 
ied from class III to class II vim. a low 
rformance standard. 

Sincerely yours, 

SC-'KJ 
Robert 
Director 
Office of Device Evaluation 
Center for Devices 

and Radiological Health 
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List of 8ubjecU Id 10 CFR Part 110 

Administrative practice and 
procedure, Classified Information, 
Criminal penalty, Export Import 
Incorporation by reference, 
Intergovernmental relatione, Nuclear 
materials. Nuclear power plants and 
reactors, Reporting and recordkeeping 
requirements, Scientific equipment 

For the reasons set out tn tne 
preamble and under the authority of the 
Atomic Energy Act of 1954, as amended, 
the Energy Reorganization Act of 1974, 
as amended, and 6 U2.C. 552 and 553, 
the NRC is adopting the following 
amendments to 10 CFR part 110. 

PART 110-EXPORT AND IMPORT OF 
NUCLEAR EQUIPMENT AND 
MATERIAL 

1. Hie authority dtatioo for part 110 
continues to read aa follows: 

Authority: Secs. SI, S3,54.57, S3,64,65,61, 
62.103.104,108, lit 126,1Z7,12&, 129,161, 
181,162,163,187.169,66 SUL 929. 930, 931 
932, 933, 936,937,946. 963, 954. 955, 956, as 
amended, (42 U2.C. 2071 2073. 2074, 2077, 
2092-2095, nit 2112,2133. 2134, 2139, 2139a, 
2141. 2154-2156, 2201.2231-2233, 2237, 2239); 
sec. 20t 66 $UL 1242, as amended [42 U.S.C. 
6641). 

Section 110.1(b)(2) also Issued under Pub. L 
06-92,93 Sat no (22 U2C. 2403). Section 
110.11 also Issued under sea 122,66 StaL 939 
(42 U.S.C. 2152) and secs. 54c and 57<L, 66 
StaL 473, 475 (U.&G 2074). Section 110.27 
also Issued under sec 309(a), Pub. L 09-440. 
Section 110150(b)(3) also Issued under sea 
123.92 SUL 142 (42 U2.C. 2163). Section 
11051 also Issued under sea 164,66 SUL 064, 
as amended (42 U&C 2234). Section 11062 
also Issued ander sea 166,66 SUL 966 (42 
U2.C. 2236). Sections 11060-11011) also 
Issued under 6 UiLC. 652,654. Sections 
110^0-11035 also bsued under 6 U2.G 653. 

For the purposes of sec 223.66 StaL 966, aa 
* amended (42 U2G 2273); || 110.20-11029, 

110.50 and 110120-110129 also Issued under 
secs. 161 b and L 68 SUL 940 949, aa 
amended (42 US.G 2201 (b) and (Q; and 
11110.7a and 110-53 are also Issued under 
sec 16l(o). 68 SUL 950 as amended (42 
U.S.C. 2201(o)k 

2. The HgfiniHfln of ‘'utilization 
facility** in 1.1102 la revised to read as 
follows; 

11102 Definitions, 
• « • • • 

Utilization facility means any nuclear 
reactor, other than one that (a a 
production facility, and the following 
major componenU of a nuclear reactor 

(1) Pressure vessels designed to 
contain the core of a nuclear reactor; 

(2) Primary coolant pumps; 
(3) Puel charging or discharging 

machines; and 
(4) Control rode 
A utilization (adlfty does not Include 

the steam turbine generator portion of a 

nuclear power plant For purposes of * 
export from the United Slate* under the* 
Jurisdiction of the Nuclear Regulatory1 
Commission, 9 utilization facility doe* 
not include the Topaz Q Reactor System, 
owned by the Union of Soviet Socialist" 
Republics and Imported into the United 
States pursuant to NRC License No. 1 r 
IR90002, Issued January 4,199L ;[*'• 

3. Section 1102 is revised to read as 
follows: .... 

. * 

1110.1 Licensing requirement*. 

Except as provided under subpart B of 
this part and the definition of utilbtaUoa 
facility tn 1110.2 of thj* pari, no person 
may export any nuclear equipment or y 
materia) listed in 11102 and 11109, or 
import any nuclear equipment or 
materia] listed in 1110.9a, unless 
authorized by a general or specific - - 
license Issued under this part 

Dated at Rockville, MD, this 24th day of 
May, 1991. 

Por the Nuclear Regulatory Commission. 
Samuel J. Chilk, 
Secretary of the Commission. . 
[FR Doc. 91-12906 Filed 6-30-91; &45 am] 
SHJJHQ coot nrt-OY-H 
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DEPARTMENT Of TNE TREASURY - : 
* 

Customs Service 

19 CFR Part 101 

L Authority Authority bfUtioh for part 
191 should r«sd TAuthority e UAC. SOI, 19 
U2.C.X60I2p2(GensralNots A I'1'• 
Harnwolzed Tariff ^ . 

-rrfi \q nii/i^ .bri' • 
I hoinU a-Mro' r 

Tbq t)kle pi 7818 ...LThqpi pi, RO. 7818 
fdatw^io toil StgfcEjnlorida, should 

C, Potawca. j„ M:.,, « 
Chief BegulaUons and ubaomuw faw 
Branch 

(FR Doc. M-&ZS Fflei i£o2S£l& 

.VU-ViR K. C.TtUJ'jf K" oLru>H - 

[T.D. 91-471 ^ f . . 
•<r ~-i: * !*•„ 7: ? V.'.'.'P^r 

Changes in the Custom* Service FWd 
Organization; Apalachicola, Carrabeti* 
and Port St doe, FL v, ». .1;. **r.q t.-; 

agency: U.S. Customs Service, ’ w V ? .*. ^ 
Department of the Treasury, 
action: Final rule, correction. 

summary: InTD. 91-47, published on 
May 16,1991 (56 FR 22641), 19 CFR part 
101 was amended to remove 
Apalachicola and Carrabelle, Florida 
from the list of ports of entry, and to 
change Port St Joe, Florida from a port 
of entry to a Customs station. This. * 
document corrects errors whlch 
appeared In the Authority citation as 
well as a typographical error tn that 
documenL 
EFFECTIVE DATE: July 15,1991. 
FOR FURTHER INFORMATION CONTACT: 
Joseph O’Corman, Office of Inspection 
and Control, 202-566-0425. 

PART 101—GENERAL PROVISIONS „ 
[CORRECTED] 

In FR Doc. 91-11634, on page 22642, tn r 
the first column the following . . ' “ * 
corrections are made. - ; 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

[Docket Nos. 68p-0179,68p-017S»Wp- 
0136] 

. 4 , 

Food and Drug AdmlnJatration 

21 CFR PART 871 

Medical Device^ RedaaalflcaUon and 
Codification of NonabaorfoaJbla Pofy 
(Ethylena Tarephthalate) Surgical 
Suture, NonabMrbabM Pdtypropvteno 
Surgical Suture, and Ndhabaort>abt« 
Poly amloa Surgical 8utur« 

AGENCY:Food and Drug Administration, 
HHfL •' ' --- ;; ‘ ^ ' ' 
action:filialVule,1 ^v*/: * 

summary: The Food and Drug i: •*** 
Admlnlatratidn (FDA) U^nhoomcing 
that it hak iflsuea^bldtfrsln this form of 
letters to'akanafddtui^l^asslfylng 
the nonabsorbable polyethylene 
tereph that ate) surgioal suture, 
nonabsorbable polypropylene surgical 
suture, and nonabsorbable polyamide 
surgical suture, from class III to class IL 
The orders are being codified in the 
Code of Federal Regulations as specified 
herein. 
dates; The reclassifications were 
effective February 15,1990, for the 
nonabsorbable polyamide surgical 
suture, and July 6,1990, for the 
nonabsorbable polyethylene 
terephthalate) surgical suture and the 

. nonabsorbable polypropylene surgical 
suture. These codifications beorae 
effective (July 1,1991). 
FOR FURTHER INFORMATION CONTACT 
Joseph M. Sheehan, Center for Devices 
and Radiological Health (HFZ-64), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, (301) 443- 
4674. ^ '. . v- . .. 
SUPPLEMENTARY INFORMATION: On May 
4 and 10,1988, and April 7.1888, PDA 
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filed the reclassification petitions 
submitted by Advanced fitosearch 
Associates, Danville, CA 94528-4617, on 
behalf of United States Surgical Corp, 
(UA Surgical), Norwalk, CT 0665ft, 
requesting reclassification of the 
nonabsorbable polyethylene 
terephthalatel surgical suture, 
nonabsorbable polyamide surgical 
suture, and the nonabsorbable 
polypropylene surgical suture from class 
IQ to class 1L 

FDA consulted with the General and 
Plastic Surgery Devices Panel (the 
Panel). Hie Panel, during an open publio 
meeting on October 2<X 1981 
recommended that FDA reclassify 
nonabsorbable polypropylene surgical 
suture and the nonabsorbable 
poly (ethylene terephthalate] surgical 
suture from class IQ into dais 0. 

On June 24.1966, the Panel 
recommended that FDA reclassify the 
nonabsorbable polypropylene surgical 
suture from class ffl Into dass Q. FDA 
fully considered the Panel's 
recommendation, and reviewed various 
statements offered by persons who 
opposed U.S. Surgical's petitions for 
reclassification of the nonabsorbable 
polypropylene surgical suture, the 
nonabsorbable polyethylene 
terephthalate) surgical suture; and the 
nonabsorbable polypropylene surgical 
suture. FDA conduced that these 
generic types of devices, and all devices 
substantially equivalent to them should 
be reclassified from dass ID to class IL 

After reviewing all data io4he petition 
and presented before the Panel, and 
after considering the Panel's 
recommendation, FDA, based on the 
information set forth, ordered the 
reclassification of the nonabsorbable 
polypropylene surgical suture, the 
nonabsorbable polyethylene 
terephthalate) surelcal suture; and the 
nonabsorbable polypropylene surgical 
suture from class IQ to class IL On July 
ft, 1990, FDA sent to the petitioner letters 
(orders) which reclassified the 
nonabsorbable polypropylene surgical 
suture and the polyethylene 
terephthalate] surgical suture, and 
substantially equivalent devices of these 
generic types, from dass ID to dass IL 
On February IS, 19901 FDA sent the 
petitioner a letter (order) which 
reclassified the nonabsorbable 
polyamide surgical suture, and 
substantially equivalent devices within 
the reclassified generic type, from class 
UI to class Q. As required by 21CFR 
660.134 (b)(6) and (b)(7) of the 
regulations, FDA It annnunrJi^g the 
reclassification of these generic types. In 
addition, FDA Is codifying the 
reclassification of these devices by 

adding ( { 676.5000,6764010, and ' 
878.5020 to subpart B.* 

The agency haa determined under 21 
CFR 25.24 (a)(8) and (e)(2) that this 
action is of a type that does not 
Individually or cumulatively have a 
significant efTect on the environment 
Therefore, neither an environmental ' 
assessment nor an environmental 
impact statement Is required. 

After considering the economic 
consequences of approving this 
reclassification, FDA certifies that this 
final rule requires neither a regulatory 
Impact analysis as specified in 
Executive Order 12291 nor an analysis 
under the Regulatory Flexibility Act 
(Pub. L 90-354). This reclassification 
will not have a significant economic 
Impact on a substantial number of small 
entities. All manufacturers of 
nonabsorbable polyethylene 
terephthalate) surgical suture, 
nonabsorbable polypropylene surgical 
suture, and nonabsorbable polyamide 
surgical suture will no longer be 
required to comply with the premarket 
approval requirement in section 615 of 
the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C 360e) and, therefore, will 
not be subject to the costs of such 
compliance. 

There are no offsetting costs that 
manufacturers would Incur from 
reclassification into dass Q other than 
those associated with meeting a . 
standard, once established The 
magnitude of the economic savings .1 
attributable to this redasslficatlon la 
dependent upon the number of 
premarket approval studies that would . 
have been required of the manufacturers 
had reclassification not occurred This * 
savings may not be reliably calculated 
to permit an accurate quantification of 
the economic savings. 

List of Subjects la 211 CFR Part 678 

Medical devices. 

Therefore, under this Federal Food 
Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, 21 part 876 Is 
amended as follows: 

PART 878—GENERAL AND PLASTIC 
SURGERY DEVICES 

1. The authority citation for 21 CFR 
part 878 continues to read as follows: 

Authority; Secs. 501. 610,613, 615,520, 701 
of the Federal Food. Drug, sod Cosmetic Act 
(21 U.S.C 361, 360; 360c, 360a, 360J, 371). 

2. New St 878.5000; 876.5010, and 
878.5020 are added to subpart B to read 
as follows: 

1678.5000 HofWtbshfbabfa"pbfy(sthyl»f>e 
' tersphtftalats) surgical avtgrf; 

fa) /c/6of//7co//o/?lNcifIsbsbrbabla 
polyethylene terephthalate) surgical 
suture is a multlfHamepbct **>*.'* - 
nonabsorbable, sterile, flexible thread 
prepared from fibers of hlgh molecular 
weight, long-chain, linear polyesters 
having recurrent aromatic rings as an 
Integral component and is Indicated for 
use in soft tissue approximation. The 
polyethylene terephthalate) surgical 
suture meets U.S.P. requirements as 
described in the U*94>. Monograph for 
Nonabsorbable Surgical Sutures; it may 
be provided uncoated or coatetb and it 

' may be undyed or dyed with an 
appropriate FDA listed color additive. 
Also, the suture may be provided with 
or without a standard needle attached, 

(b) Classification. Class IL 

{ 8764010 Nonabsorbable polypropylene 
surg leal suturs. 

fa) Identification. Nonabsorbable 
polypropylene surgical suture is a 
monofilament, nonabsorbable, sterile, 
flexible thread prepared from long-chain 
polyolefin polymer known as: * • 
polypropylene and is indicated for use 
in soft tissue approximation. The 
polypropylene surgical suture meets 
United States Pharmacopeia (U.S*P.) 
requirements as described in the U.SJP. 
Monograph for Nonabsorbable Surgical 
Sutures: it may be undyed or dyed with 
an FDA approved color additive; and 
the suture may be provided with or 
without a standard needle attached. 

(b) Classification Qa if IL 

16784020 Norab#ort>abts 
surgical suture, 

(a) Identification. Nonabsorbable 
polyamide surgical suture is a 
nonabsorbable, sterile, flexible thread 
prepared from long-chain aliphatic 
polymers Nylon 6 and Nylon 6,0 and is 
Indicated for use in soft tissue 
approximation. The polyamide surgical 
suture meets United States 
Pharmacopeia (U.S.P.) requirements as 
described in the U.S.P. monograph for 
nonabsorbable surgical sutures; It may 
be monofilament or multifilament in 
form: it may be provided uncoated or 
coated; and It may be undyed or dyed 
with an appropriate FDA listed color 
additive. Also, the suture may be 
provided with or without a standard 
needle attached. 

(b) Classification. Class IL 
Dated: May 20,1991. 

Ronald O. Chaaomore, 
Associate Commits toner for Regulatory 
Affaire. 
(FR Doc. 91-12954 Filed 6-30-01; 8 43 am] 
MLUNQ COOS 41S0-0V-M 
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DRUG PRICE AND PATENT TERM ACT 
P.L. 98—417 

DRUG PRICE COMPETITION AND PATENT 
TERM RESTORATION ACT 

P.L, 98-417, see page 98 Stat. 1585 

Senate Report (Judiciary Committee) No. 98-547, 
June 26, 1984 [To accompany S. 1538] 

House Report (Energy and Commerce Committee) No. 98-857(1), 
June 21, 1984 [To accompany H.R. 3605] 

House Report (Judiciary Committee) No. 98-857(11), 
Aug. 1, 1984 [To accompany H.R. 3605] 

Cong. Record Vol. 130 (1984) 

DATES OF CONSIDERATION AND PASSAGE 

Senate June 29, August 10, September 12, 1984 

House September 6, 1984 

S. 1538 was passed in lieu of the House bill after amending its lan¬ 
guage to contain the text of the House bill. The House Report 
(Part I, this page, and Part II, page 2686) and a Related Report 
(page 2721) are set out. 

HOUSE REPORT NO. 98-857, Part I 
[page 1] 

The Committee on Energy and Commerce, to whom was referred 
the bill (H.R. 3605) to amend the Federal Food, Drug, and Cosmetic 
Act to authorize an abbreviated new. drug application under section 
505 of that Act for generic new drugs equivalent to approved new 
drugs, having considered the same, report favorably thereon with 
amendments and recommend that the bill as amended do pass. 

* * * * * 

[page 14] 

Purpose and Summary 

title I 

The purpose of Title I of the bill is to make available more low 
cost generic drugs by establishing a generic drug approval proce¬ 
dure for pioneer drugs first approved after 1962. Under current 
law, there is a generic drug approval procedure for pioneer drugs 
approved before 1962, but not for pioneer drugs approved after 
1962. 

Title I of the bill generally extends the procedures used to ap¬ 
prove generic copies of pre-62 drugs to post-62 drugs. Generic copies 
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of any drugs may be approved if the generic is the same as the 
original drug or so similar that FDA has determined the differ¬ 
ences do not require safety and effectiveness testing. 

Title I also requires patent owners to submit information to FDA 
regarding produce and use patents that cover approved drugs. Ge¬ 
neric copies of these drugs may be approved when the patents 
expire unless the generic company certifies that the patent is in¬ 
valid or will not be infringed. In such cases, the generic company 
must notify the patent owner about its certification and approval 
of the generic drug may not be made effective until the court de¬ 
cides the suit for patent infringement or a period of 18 months,, 
whichever occurs first. Notification must be given when the generic 
has submitted an ANDA with bioequivalence data. 

In addition, Title I affords four years of exclusive market life to 
drugs which may not be patented and which are approved for the 
first time after enactment of the bill. Further, drugs which were 
approved for the first time between 1982 and the date of enactment 
received ten years of exclusive market life. 

The purpose of Title II of the bill is to create a new incentive for 
increased expenditures for research and development of certain 
products which are subject to premarket government approval. The 
incentive is the restoration of some of the time lost on patent life 
while the product is awaiting pre-market approval. Under currrent 
law, a patent continues to run while the maker of the product is 
testing and awaiting apprc *al to market it. 

Title II of H.R. 3605 provides for one extension of the earliest 
patent on certain products subject to pre-market approval. The ex¬ 
tension would be for a period equal to: (1) half of the time required 
to test the product for safety (and effectiveness in some cases); and 
(2) all of the time required for the agency to approve marketing of 
the product. These products include: human drugs, animal drugs, 
medical devices, and food and color additives. 

Title II places several limits on the period of patent extension. 
First, the period of extension may not exceed two years for prod¬ 
ucts either currently being tested or awaiting approval. For all 
other products, the period of extension may not exceed five years, 
Second, the period of patent extension when added to the patent 
time left after approval of the product may not exceed fourteen 
years. Third, any time that the product's manufacturer did not act 
with due diligence during the regulatory review period would be 
subtracted. 

Finally, Title II provides that it is not an act of patent infringe¬ 
ment for a generic drug maker to import or to test a patented drug 
in preparation for seeking FDA approval if marketing of the drug 
would occur after expiration of the patent. 

Hearings 

The Committee’s Subcommittee on Health and the Environment 
held one day of hearings on H.R. 3605, the Drug Price Competition 
Act, on July 15, 1983. Testimony was received from 15 witnesses, 
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representing nine organizations, with additional material submit¬ 
ted by two individuals and organizations. 

Committee Consideration 

On August 2, 1983, the Committee’s Subcommittee on Health 
and the Environment met in open session and ordered favorably re¬ 
ported H.R. 3605 without amendment by voice vote. On June 12, 
1984, the Committee met in open session on H.R. 3605, amended 
the bill, and ordered it favorably reported by a voice vote. The title 
of the bill, as amended, is the “Drug Price Competition and Patent 
Term Restoration Act of 1984.” 

Background and Need for the Legislation 

TITLE I—ABBREVIATED NEW DRUG APPLICATIONS 

Prior to 1962, the Federal Food, Drug and Cosmetic Act (FFDCA) 
required that all drugs be approved as safe before they could be 
marketed. The 1962 amendments required that all new drugs, ge¬ 
neric and pioneer, must be approved as safe and effective prior to 
marketing. 

As a result of the 1962 amendments, FDA did two things regard¬ 
ing pre-1962 drugs. First, the agency created the Drug Efficacy 
Study (DESI) to determine if all pre-1962 drugs were effective. 
Second, FDA established a policy permitting the approval of a ge¬ 
neric drug equivalent to a safe and effective pre-1962 pioneer drug. 

As a result of the 1962 amendments, the manufacturer of a pio¬ 
neer drug must conduct tests on humans that show the product to 
be safe and effective and submit the results in a new drug applica¬ 
tion (NDA). A manufacturer of a generic drug must conduct tests 
that show the generic drug is the same as the pioneer drug and 
that it will be properly manufactured and labeled. TTiis informa¬ 
tion is submitted in an abbreviated new drug application (ANDA). 

The only difference between a NDA and an ANDA is that the 
generic manufacturer is not required to conduct human clinical 
trials. FDA considers such retesting to be unnecessary and wasteful 
because the drug has already been determined to be safe and effec¬ 
tive. Moreover, such retesting is unethical because it requires that 
some sick patients take placebos and be denied treatment known to 
be effective. 

The FDA allows this ANDA procedure only for pioneer drugs ap¬ 
proved before 1962. There is no ANDA procedure for approving ge¬ 
neric equivalents of pioneer drugs approved after 1962. While the 
FDA has been considering since 1978 an extension of the pre-1962 
ANDA policy to post-1962 drugs, it has not extended the regula¬ 
tion. Because of the agency’s failure to act. Title I of H.R. 3605 is 
necessary to establish a post-1962 ANDA policy. 

Some have suggested that “Paper NDAs” be used to approve ge¬ 
neric equivalents of pioneer drugs approved after 1962. Under the 
Paper NDA procedure, the generic manufacturer may submit sci¬ 
entific reports, instead of clinical trials, to support findings of 
safety and efficacy. This procedure is inadequate, however, because 
FDA estimates that satisfactory reports are not available for 85 
percent of all post-1962 drugs. 

2649 
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Currently, there are approximately 150 drugs approved after 
1962 that are off patent and for which there is no generic equiva¬ 
lent. All of these drugs could be approved in generic form if there 
was a procedure. Each year, more pioneer drugs go off patent and 
become available for approval as generics. 

Among the drugs available or soon to be available for generic ap¬ 
proval are five best sellers: valium, motrin, inderal, dyazide, and 
lasix. Dyazide, for example, is the most widely used diuretic for the 
treatment of high blood pressure. Its patent expired in 1981. 
Valium is a popular tranquilizer whose patent expires in 1985. An¬ 
other drug whose patent has expired is indocin, an anti-inflamma¬ 
tory drug used in the treatment of arthritis that is the tenth high¬ 
est selling drug in the United States. 

The availability of generic versions of pioneer drugs approved 
after 1962 would save American consumers $920 million over the 
next 12 years. Older Americans, in particular, would benefit be¬ 
cause they use almost 25 percent of all prescription drugs. 

Moreover, the lack of generics for pcst-1962 pioneer drugs will 
cost Federal and State governments millions of dollars. For the 
drug metronidazole, purchased by the Department of Defense, the 
taxpayers saved approximately $1.2 million in one year as a result 
of the availability of a lower priced generic version. Federal and 
State governments will be denied comparable savings on drugs ap¬ 
proved after 1962 because of the lack of an approval procedure. 

TITLE II—PATENT TERM RESTORATION 

Patents are designed to promote innovation by providing the 
right to exclude others from making, using, or selling an invention. 
They enable innovators to obtain greater profits than could have 
been obtained if direct competition existed. These profits act as in¬ 
centives for innovative activities. 

Although the patent term in the United States is 17 years, the 
period during the patent term in which products are marketed (the 
effective patent term) is usually less than 17 years because patents 
often are obtained before products are ready to be marketed. 

Effective patent terms are influenced by many factors, including 
Federal prenarketing and premanufacturing regulations. The 
products covered by these regulations include pharmaceuticals, 
medical devices, food additives, and color additives. Pharmaceuti¬ 
cals for instance cannot be marketed in the United States until 
they have been approved by the Food and Drug Administration 
(FDA). To obtain such approval, drugs must undergo extensive test¬ 
ing to prove they are both safe and effective. All these products are 
subject to different regulations that have had varying impacts on 
effective patent terms. 

In testimony before several Congressional committees, represent¬ 
atives from the pharmaceutical firms that are heavily involved in 
basic research and rely upon patents, claimed that the average ef-, 
fective patent term of drugs has declined. They argued that a con¬ 
tinuation of the decline would result in decreased expenditures for 
research and development and, eventually, in a decline in the in¬ 
troduction of new drugs. 
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As compensation for the loss of patent term due to government 
review, the research intensive firms argued for patent term exten¬ 
sion legislation. They stated that the legislation would create a sig¬ 
nificant, new incentive which would result in increased expendi¬ 
tures for research and development, and ultimately in more inno¬ 
vative drugs. 

Committee Oversight Findings 

Pursuant to clause 2(1X3XA) of Rule XI of the Rules of the House 
of Representatives, the Committee reports that oversight of the 
Food and Drug Administration and the Federal Food, Drug, and 
Cosmetic Act was conducted by the Subcommittee on Health and 
the Environment. A hearing was held on July 15, 1983. The find¬ 
ings of the Committee’s oversight activities have been incorporated 
into the legislation and are discussed in those portions of this 
report entitled “Background and Need for the Legislation’’ and 
“Section-by-Section Analysis.” 

Committee on Government Operations 

Pursuant to clause 2(1X3XD) of rule XI of the Rules of the House 
of Representatives, no oversight findings have been submitted to 
the Committee by the Committee on Government Operations. 

Committee Cost Estimate 

In compliance with clause 7(a) of rule XIII of the Rules of the 
House of Representatives, the Committee believes that the costs, if 
any, incurred in carrying out H.R. 3605 will be offset by savings to 
the Federal government. In testifying before the Committee’s Sub¬ 
committee on Health and the Environment, officials from the Food 
and Drug Administration estimated that any greater workload re¬ 
sulting from the approval of generic drugs under Title I would be 
absorbed initially. Later, the officials estimated, some additional 
staff might be required to process generic drug applications. This 
additional staff could cost up to $1.1 million. The actual cost to the 
Federal government cannot be estimated because it is unknown 
how much additional staff, if any, might be hired. 

Enactment of the legislation, however, will result in significant 
cost savings to the Federal government. Unlike the costs of H.R. 
3605, these savings are certain. The Federal government spent 
about $2.4 billion for drugs in 1983. Many of these drugs will be 
available as low cost generic after enactment of H.R. 3605. For ex¬ 
ample, the Department of Defense saved approximately $1.2 mil¬ 
lion in one year when a lower priced generic version of metronida¬ 
zole became available. 

Congressional Budget Office Estimate 

Pursuant to clauses 2(1X3) (B) and (C) of rule XI of the Rules of 
the House of Representatives, the Committee sets forth the follow¬ 
ing letter and cost estimate prepared by the Congressional Budget 
Office with respect to the reported bill: 

2651 



LEGISLATIVE HISTORY 
P.L. 98-417 
[page 19] 

U.S. Congress, 
Congressional Budget Office, 

Washington, DC\ June 19, 1984- 
lion. John D. Dingell, 
Chairman, Committee on Energy and Commerce, 
House of Representatives, Washington, DC. 

Dear Mr. Chairman: The Congressional Budget Office has re¬ 
viewed H.R. 3605, the Drug Price Competition and Patent Term 
Restoration Act of 1984, as ordered reported by the House Commit¬ 
tee on Energy and Commerce on June 12, 1984. 

Title I of this bill would allow drug manufacturers to use an ab¬ 
breviated new drug application (ANDA) when seeking approval to 
make generic copies of drugs that were approved by the Food and 
Drug Administration (FDA) after 1962. An estimated 150 drug 
products approved after 1962 are currently off patent and would 
become available for generic copy using the ANDA procedure pro¬ 
posed in this bill. 

The FDA estimates that the enactment of H.R. 3605 would at 
least triple the workload of the division responsible for approving 
ANDAs. Currently, this division reviews ANDAs for generic copies 
of pre-1962 approved drug products. The workload would increase 
as several manufacturers file an ANDA for each drug product that 
becomes available for generic copy. Because they would be review¬ 
ing information on new drugs, the FDA believes it would take 
them a year to process each of the new applications. This is about 
three months longer on average than it currently takes to process 
a pre-1962 ANDA. Dr. Marvin Seife, Director of FDA's Division of 
Generic Drug Monographs, testified before the Subcommittee on 
Health and the Environment that a greater workload could at first 
be absorbed, but may later require additional office space and 15 
new FDA employees. Assuming an average full-time equivalent po¬ 
sition plus overhead and fringe benefits is $70,000, the potential 
cost to the FDA of implementing this legislation could be about 
$1.1 million. The actual cost to the federal government would 
depend on the extent to which the FDA would expand to accomo¬ 
date the increased workload. 

Enactment of this legislation could also result in savings to both 
the federal and state and local governments. In fiscal year 1983, 
the federal government spent approximately $2.4 billion for drugs 
in the Medicaid program, and in veteran and military hospitals. 
Data on drug costs in the Medicare program are unavilable. If the 
federal government is currently purchasing these 150 copiable drug 
products at higher, brand name prices, savings may result if lower 
priced, generic copies of these drugs are substituted. 

It is difficult to know in advance which of the available 150 drug 
products manufacturers would choose to copy. It is also difficult to 
estimate the price at which these generic copies would be sold. Ge¬ 
neric versions of ten popular drug products show their price to be 
on average 50 percent less than their brand name equivalent. The 
dollar amount the federal government currently spents on these 
150 brand name drug products is unknown. 

Title II of this bill would extend the amount of time for which 
certain patents are issued to include some or all of the time re- 
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quired for a manufacturer to test a product for safety and efficacy 
and to receive marketing approval. Products affected by thin legis¬ 
lation would be drugs, medical devices, and food and color addi¬ 
tives. Manufacturers must show due diligence in their product test¬ 
ing or this amount of time will be subtracted from the total life of 
the patent. This provision would place an additional burden on the 
FDA. They would be responsible for keeping track of a manufactur¬ 
er’s product testing time and for determining their diligence in 
completing the testing. These costs, however, would be negligible. 

Enactment of this bill could result in increased personnel costs to 
the federal government of approximately $1.1 million. The bill, 
however, does not specifically authorize additional appropriations 
for the FDA. This bill may also result in savings if cheaper, generic 
drugs are made available for purchase by the federal government. 
These savings would occur in various programs throughout the 
budget such as Medicare, Medicaid, and the Veterans Administra¬ 
tion. However, the magnitude of these savings is unknown. 

Please call me if I can be of additional assistance, or your staff 
may wish to contact Carmela Pena (226-2820) of our Budget Analy¬ 
sis Division for further details on this estimate. 

Sincerely, 
Eric Hanushek 

(For Rudolph G. Penner, Director). 

Inflationary Impact Statement 

Pursuant to clause 2(1X4) of rule XI of the Rules of the House of 
Representatives, the Committee makes the following statement 
with regard to the inflationary impact of the reported bill: 

The Committee believes that enactment of H.R. 3605 will not 
have an inflationary impact upon the economy. In fact, Title I of 
the bill will have a deflationary effect because it makes available 
lower priced generic versions of drugs. Such generic drugs are 
three to fifteen times less costly than their brand name counter¬ 
parts. The estimated $1 billion cost savings to consumers as a 
result of Title I’s generic drug approval procedure will have a de¬ 
flationary effect upon the national economy. While Title II of the 
bill provides for a limited extension of the patents on certain prod¬ 
ucts, the Committee believes that the additional patent term will 
act as a spur to develop innovative and, ultimately, less costly 
treatments for diseases. 

Section-by-Section Analysis 

TITLE I—DRUG PRICE COMPETITION ACT 

Section 101 

Section 101 amends section 505 of the Federal Food, Drug and 
Cosmetic Act (FFDCA)1 to establish a new subsection (J) providing 
for the approval of abbreviated new drug applications (ANDA). 
Paragraph (1) of subsection (j) sets forth the information which 
must be included in an ANDA. 

1 21 U.S.C. 355. 
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ANDA’s for drugs which are the same 

In the case of drugs which are the same as the listed drug, the 
J2£?f *5® *° provide the Food and Drug Administration 
(FDA) with sufficient mformation to assure that the generic drug is 
the same as the listed drug 2 that has previously been determined 
to be safe and effective. Some have suggested that a generic drug 
must oe identical in all respects to the listed drug instead of the 
same. The regulations that permit ANDA’s for pre-1962 pioneer 
drugs make no such distinction.3 In rejecting the use of the term 
identical, the FDA regulation comments that "identical means a 
product that is the same in dosage form, strength, and route of ad¬ 
ministration, contains the same active ingredient, and is recom¬ 
mended for use under the same conditions of use.”4 The Commit¬ 
tee has adopted the FDA’s policy of utilizing the term “same” 
except that the bill permits an ANDA to be approved for less than 
all of the indications for which the listed drug has been approved 
as explained below. 

First, an ANDA must include sufficient information to show that 
the conditions of use for which the applicant is seeking approval 
are the same as those that have been previously approved for the 
listed drug. The applicant need not seek approval for all of the in¬ 
dications for which the listed drug has been approved. For exam¬ 
ple, ^ if the listed drug has been approved for hypertension and 
angina pectoris, and if the indication for hypertension is protected 
by patent, then the applicant could seek approval for only the 
angina pectoris indication. 

While the FDA’s current regulations for considering ANDA’s for 
pioneer drugs approved before 1962 permit an applicant to petition 
tor approval for an indication other than that which has been ap- 
proved for the pioneer drug, section 101 of the bill overturns that 
policy. Thus, an ANDA may not be considered for a condition of 
USa not previously approved for the listed drug. 

An ANDA must also contain sufficient information to show that 
the active ingredients of the generic drug are the same as those of 
the listed drug. If the listed drug has one active ingredient, then 
the active ingredient of the generic must be the same. If the listed 
drug has more than one active ingredient, then sufficient informa¬ 
tion must be included to show that all of the active ingredients in 
the generic drug are the same. 

In addition, an ANDA must contain sufficient information to 
show that the route of administration, the dosage form and the 
strength of the generic drug are the same as those of the listed 
drug. 
.i_F.u2her’ an ANDA must include sufficient information to show 
that the generic drug is bioequivalent to the listed drug. 

The.,term,. j1?*? explained in paragraph (6) of new section 505(j) of the FFDCA 
m judefl any ^ug that.hafi been approved for safety and effectiveness or 

that has been approved under new subsection (t). 
*48 Fed. Reg. 2751 (1983). 
* Id. at 2753. 
* Id. at 2755. 
21 C.F.R. 314.2(c) provides in part: 

. p™?Jpe<?ive ®PPlicaJ3t may seek a determination of the suitability of an abbreviated new 
?fc2fif.P.PkSft,2n f°L2 Product that the applicant believes similar or related to a dn« product 
that has been declared to be suitable for an abbreviated new drug application . ” 
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Fifth, an ANDA must contain adequate information to show that 

the proposed labeling for the generic drug is the same as that of 
the listed drug. The Committee recognizes that the proposed label¬ 
ing for the generic drug may not be exactly the same. For example, 
the name and address of the manufacturers would vary as might 
the expiration dates for the two products. Another example is that 
one color is used in the coating or the listed drug and another color 
is used in that of the generic drug. The FDA might require the 
listed drug maker to specify the color in its label. The generic man¬ 
ufacturer, which has used a different color, would have to specify a 
different color in its label. 

Sixth, an ANDA must include a list of all the components of the 
generic drug, a description of the composition of the generic drug, a 
description of the methods and controls used in the manufacture, 
processing and packing of the generic drug, samples of the generic 
drug and its components, and specimens of the proposed labeling. 

Seventh, an ANDA must include a certification by the applicant 
regarding the status of certain patents applicable to the listed drug 
if the patent information has been submitted under section 505 (b) 
or (c). With respect to all product patents which claim the listed 
drug and all use patents which claim an indication for the drug for 
which the applicant is seeking approval (hereafter described as a 
controlling use patent), the applicant must certify, in his opinion 
and to the best of his knowledge, as to one of four circumstances. 

The applicant may certify that the patent information required 
under sections 505 (b) and (c) has not been submitted if that is the 
case. If appropriate, the applicant may certify that one or more of 
the product or controlling use patents provided have expired. 
Third, the applicant may certify when appropriate that one or 
more of the product or controlling use patents will expire at some 
speeded date in the future. When the applicant makes these certi¬ 
fications, it must rely upon the patent information supplied to the 
FDA. Last, an applicant may certify if applicable that one or more 
of the product or controlling use patents are invalid or will not be 
infringed. 

The Committee recognizes that in some instances an applicant 
will have to make multiple certifications with respect to product or 
controlling use patents. For example, if the product patent has ex¬ 
pired and a valid controlling use patent will not expire for three 
years, then the applicant must certify that one patent has expired 
and the other will expire in three years. The Committee intends 
that the applicant make the appropriate certification for each prod¬ 
uct and controlling use patent. 

Eighth, if there are indications which are claimed by any use 
patent and for which the applicant is not seeking approval, then an 
ANDA must state that the applicant is not seeking approval for 
those indications which are claimed by such use patent. For exam¬ 
ple, the listed drug may be approved for two indications. If the ap¬ 
plicant is seeking approval only for indication No. 1, and not inai- 
cation No. 2 because it is protected by a use patent, then the appli¬ 
cant must make the appropriate certification and a statement ex¬ 
plaining that it is not seeking approval for indication No. 2. 

Finally, the Committee intends that an ANDA contain any infor¬ 
mation available to the applicant regarding reports of adverse ef- 
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fleets not reflected in the labeling, an environmental impact analy¬ 
sis pursuant to FDA regulations, statements regarding the protec¬ 
tion of human subjects in clinical investigations as required by 
FDA regulations, and a statement regarding compliance with good 
laboratory practices in non-clinical investigations as reauired bv 
FDA regulations.6 

_ f 

ANDA *$ for drugs which are different 

Paragraph (2X0 prohibits any person from submitting an ANDA 
for a generic drug which differs from the listed drug unless the 
change is permitted by the statute and the FDA has granted a peti¬ 
tion requesting the change. 

If an applicant wishes to vary the route of administration, dosage 
form or strength of the generic drug from the listed drug, it must 
first petition the FDA for permission to file an ANDA for the dif¬ 
fering generic drug. In addition, an applicant may request to vary 
one of the active ingredients in the generic drug from the listed 
drug when the listed drug is a combination product. The remaining 
active ingredients of the generic drug must be the same as the 
other active ingredients of the listed drug. 

These are the only changes from the listed drug for which an ap¬ 
plicant may petition. As is explained in the ANDA regulations for 
pre-1962 drugs, the Committee generally expects that approval of 
petitions will “ordinarily be limited to dosage forms for the same 
route of administration or to closely related ingredients.”7 If the 
FDA grants a petition for a change from the listed drug, the FDA 
may require such additional information in the ANDA regarding 
the change as it deems necessary. 

The FDA must approve a petition to submit an ANDA for a dif¬ 
fering generic drug unless clinical studies are needed to show the 
safety and effectiveness of the change. In reviewing a petition to 
change one of the active ingredients in a combination product, the 
Committee does not intend to change the FDA’s current policy re¬ 
garding the evaluation of the safety and effectiveness of combina¬ 
tion products. If the FDA finds that safety and effectiveness testing 
of the active ingredients of the drug, individually or in combina¬ 
tion, is required, then the FDA must deny the petition. 

The FDA must either approve or disapprove a petition within 90 
days of its submission. As is the case under the current regulations, 
“there is no legal requirement that the hearing opportunity provid¬ 
ed by section 505(c) be made available to ANDA applicants who dis¬ 
agree with an adverse agency decision” on whether clinical studies 
are needed to show the safety and effectiveness of the differing ge¬ 
neric drug.8 “Appropriate review of such decisions may be 
had ... under the applicable standard—that applicable to admin¬ 
istrative decisionmaking generally—which is whether the agency’s 
decision is arbitrary, capricious, an abuse of discretion, or other¬ 
wise not in accordance with law (5 U.S.C. 706(2XA))).”9 If the FDA 

•Id. at 2756. See 21 CFR 314.2(0 (4), (5), (6>, (7). and (8). 
’ Id. at 2755. See 21 CFR 314.2(0. 
• Id. at 2752. 
•Id. 
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does not approve a petition, then an ANDA may not be filed for a 
generic drug that varies from the listed drug. 

An ANDA for a drug which differs from the listed drug and for 
which a petition has been approved by the FDA must contain such 
additional information regarding the difference as the FDA may 
require when it granted the petition. For example, if the route of 
administration of the generic drug differs from that of the listed 
drug, then the FDA may require such additional information on 
that change as it deems necessary. 

If the FDA approves a petition permitting an applicant to vary 
one of the active ingredients of a generic drug from those of the 
listed combination drug, the ANDA must contain sufficient infor¬ 
mation to show that the active ingredients of the generic drug (in¬ 
cluding the varying active ingredient) are of the same pharmaco¬ 
logical or therapeutic class as those of the listed drug. In addition, 
the differing generic drug must be expected to have the same 
therapeutic effect when administered to patients for an approved 
condition of use. 

An example of such a change in one of the active ingredients 
that the FDA might find acceptable is the substitution of acetamin¬ 
ophen for aspirin in a combination product. Another example 
might be the substitution of one antihistamine for another. The 
active ingredient, which the applicant wishes to vary and which 
the FDA has granted a petition, must have been approved for 
safety and effectiveness or must not be within the requirements of 
section 201(p) of FFDCA.10 

Certification of invalidity of noninfringement of a patent 

When an applicant certifies that any product or controlling use 
patent is invalid or will not be infringed, paragraph (2KB) requires 
that it must give notice of such certification to. either the owner of 
the patent or the representative of the patent owner that was des¬ 
ignated when the patent information was submitted under section 
505(b) or (c) of the FFDCA. The FDA may, by regulation, establish 
a procedure for designating in the NDA the representative of the 
patent owner. In addition, notice of the certification must be given 
to the holder of the approved New Drug Application (NDA) for the 
drug which is claimed by a product patent or the use of which is 
claimed by a use patent. 

This notice must be given simultaneously with the submission of 
an ANDA. The Committee does not intend that applicants be per¬ 
mitted to circumvent this notice requirement by filing sham 
ANDA's or ANDA’s which are substantially incomplete. The Com¬ 
mittee intends that the applicant must have made a good faith 
effort to meet the requirements set forth in paragraph (2XA) re¬ 
garding the contents of an ANDA. 

While the Committee does not intend that failure to include a 
minor piece of information in an ANDA vitiates the effectiveness 
of the notice required under paragraph (2XB), an ANDA must in- 

10 21 U.S.C, 32ltp>. For example, a drug marketed prior to 1938 and unchanged is a “grandfa¬ 
thered drug" and thus not within the scope of the definition of “new dru£“ set forth in section 
201(p> of the FFDCA. Another example of a drug outside the scope of section 201(p> is a product 
that is generally recognized as safe and effective and that has been used to a material extent or 
for a material time. 
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w? °( “V required bioavailabUity or bioequivalence 
mclude,the result8 of 8uch tests when 

SbiH??o^h^nagf“ w¥n “ ANDA withany requiredbkS 
wSntKa hioequivalence data is submitted to the FDA. 

vaMtv o1? non ?if glves.n°tice of the certification of patent in- 
has been suh^it2STgei5?“tf the notl,ce must state that an ANDA 
* • i kitted to obtain approval of the drug to engage in thp 

“tnufacture- “se or sale of the generic dA/bffore the 
L^ing^d °f the PatCnt WhlCh 1108 been “rt^ed 88 mvllid or non- 

tinn fKof^NDA amended after submission to include a certifica- 
nn^infat aPr?duct patent or controlling use patent is invalid or 
not infringed, then the notice of such certification must be riven to 
ted. appropnate Paries when the amended application is submit- 

Grounds for disapproval of an ANDA 

®) Provides that the FDA shall approve an ANDA 
££ f°UowinS circumstances. PP DA 

in ^P.Ashal] not approve an ANDA if the methods used 
S* rt? contro.ls for* the manufacture, process- 

4rv*10 “d jSa^iri^&ss'S s-£ 
^ & ass 

bee" approved-then °* *»* mi, „« be ™ 

fk^b*^’ ANDA must be disapproved if the active ingredient of 
hISpST™drui “ not the same as that of the listed drffaSl the 
listed drug has only one active ingredient. An ANDA muftriso 
n^fi?r°Ved lf an£ of the active ingredients in the generic drug are 
n “ thf0sf of the listed drug unless a petition regarding 
fisSTIruini|nae S ®?ive in5edientsj has been granted Ifthi 

Eg^r«nt^? ♦»£ thfu A KT®^ *ngredien.ts in the generic drug has Deen granted, then the ANDA must be disapproved if the other 
SBSf d"* are not the°sameas^thos^of 

lsieo drug. further, ANDA must be disapproved in such a eir- 
cumstance if the different active ingredient in the generic drug is 
Withfn th?jpj?.r*g °r ? *5® Afferent active ingredient is a drug 

J? of 8ectlon 201(p) of the FFDCA. 8 
ur a*trug ^Wch is the same must be disap- 

E* “ l} d0fun° s£ow that the route of administration, dosage 
generic drug ■» all the same MthSJSf 

the hsted .drug. If the route of administration, dosage form or 

ANDAhm°uSthLg!reriC drUgid-?er8 fr0ln that of thelSted drug, an 
was granted dl8approved * no Petition regarding the change 

frSiftth/iIi»i?5A musj be disapproved if the generic drug differs 
from the listed drug and a petition regarding the change has been 
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granted, but the ANDA does not contain all of the additional infor¬ 
mation that the FDA required in granting the petition. 

A sixth ground requiring disapproval of an ANDA for a generic 
drug whose active ingredients are the same as those of the listed 
drug is that there is unsufficient information to show that the ge¬ 
neric drug is bioequivalent to the listed drug. If a petition regard¬ 
ing a change in one of the active ingredients in a combination ge¬ 
neric drug has been granted, then the ANDA must be disapproved 
if the application fails to show that the active ingredients of the 
generic drug are of the same pharmacological or therapeutic class 
as those of the listed drug. In addition, such an ANDA must be dis¬ 
approved if it fails to show that the differing generic combination 
drug can be expected to have the same therapeutic effect as the 
listed combination product when administered to patients for an 
approved condition of use. 

Seventh, an ANDA must also be disapproved if it fails to show 
that the proposed labeling for the generic drug is the same as that 
of the listed drug. Changes in the proposed labeling due to the fact 
that the generic drug is produced or distributed by a different man¬ 
ufacturer are not a grounds for disapproval. Similarly, changes in 
the proposed labeling of the generic drug because a petition regard¬ 
ing a change has been granted is not a grounds for disapproval. 

Eighth, an ANDA must be disapproved if it or any other infor¬ 
mation before the FDA shows that the inactive ingredients of the 
generic drug are unsafe for use under the conditions prescribed, 
recommended, or suggested in the proposed labeling for the generic 
drug. An ANDA must also be disapproved if the composition of the 
generic drug is unsafe under approved conditions of use. For exam¬ 
ine, the composition of the generic drug might be unsafe because of 
the type or quantity of the inactive ingredient included or because 
of the manner in which the inactive ingredient was included. 

Ninth, an ANDA may not be approved if the approval of the 
listed drug has been withdrawn or suspended for reasons of safety 
or effectiveness under section 505(e) (1M4) of the FFDCA.11 The 
ANDA may also not be approved if the FDA determines that the 
listed drug has been voluntarily withdrawn from the market for 
safety or effectiveness reasons. The Committee recognizes that the 
maker of a listed drug might withdraw it from the market without 
specifying the reason or without articulating safety or effectiveness 
concerns. For this reason, the Committee authorized the FDA to 
examine whether safety or effectiveness concerns were one of the 
reasons for the voluntary withdrawal of the drug from the market. 
IF the FDA so finds, then an ANDA for a generic version of that 
drug may not be approved. 

Tenth, an ANDA may not be approved if it does not meet any of 
AiSr\A^U^rements ^ forth in paragraph (2XA). For example, an 
ANDA that does not contain the certifications regarding patents 
required in paragraph (aXAXvii) cannot be approved. 

Last, an ANDA may not be approved if it contains any untrue 
statement of material fact.12 

11 21 VJS.C. 352(eXlH4). 
,# See Untrue etateroenta in application. 21 C.F.R. 314.12 (1982). 
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Approval of an ANDA 

Effectiveness of an ANDA approval 

gragraph (4XB) permits the FDA toappro™ m 

If the applkant certS Si *Va mtw? ?ate when aPPr°Pnate. 
was suDDHed nr fwJ£t ^ ANDA that no patent information 
SMnSliSa$,ah* s**™ ex|,ifed' «*> «S 

se?r sr.'HSSSsSr 
^)A may be approved and the approval made^ffStive^inoS 

If the applicant certified that one or more of the nroduct or mn. 
th^ ANTvf6 w jFe invalid or not infringed, then approval of 
ing situation17f withi^fd0*™* j“mediateIy except in the follow- 
in validi tv ^ltr • 45 days. after notice of the certification of 
ry ®r non-infringement is received, an action for patent in- 
-« “6nt rtgardl^g one ^ more °f the patents subject to the cer- 
S Se5i»eTm^L,th,en A® eriective immediately. Instead, approval of the ANDA mov 
no be made effective until 18 months after the notice of the certifi^ 
“£°" r? pr,mded * <H*rict court hL dedd^ a cSfa? 

Si di£ 
pn,.1uf?heS^on?<KreffS '**' ”*>** “ m“kinf! ** ^ 

co^ratea!?'.^ni!!?. aCti?J hasduty to reasonably cooperate m expediting the action. If the plaintiff breaches that 

pSSriate C%‘lr/Jhre? «» » ■”<■"«> pSTcSVadiS.*^ 
Ltfnd the 1 fl th duefenda?t breaches that duty, the court may 
extend the 18 month period as it deems appropriate. y 

before’the0!!?™*16*^*8 rhf£ tJ?o Patent 18 invalid or not infringed 
SSS £ri<3‘K°fJ5e S ®0?th t**0* (°r ««* ehorK 
effective^n the decides\ t^len *be approval may be made 
tbTiatent £"JSr nr S? ^ ¥the court d“idea ** 
month Derind thli tl mfnnged, before th« expiration of the 18 
date asSe rn..i n ih ^P^®1 may be made effective on such 
the c^Jtmfv?!3rdera. The Committee wishes to emphasize that 
the court may not order an ANDA approved under this provision 
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acSn fo?d^nf; P6™1^ the commencement of a legal 
action for patent infringement before the generic drug maker has 

aSef £?1Sh?rfJen<t,“flittee b!lieve® thia Procedure fairly bal- 
““ r!fhts of a Patent owner to prevent others from imH» «t 

ti^1l1r/fteiVted Product and the rights of third partifi 
I? the validity of a patent or to market a product which 
they believe is not claimed by the patent. pCT wlucn 

The provisions of this bill relating to the litigation of disputes in- 
modifv P^Hna validity and infringement are not intended to 
modify existing patent law with respect to the burden of proof and 
the nature of the proof to be considered by the courts in determin¬ 
ing whether a patent is valid or infringed. termin- 

Concera has been expressed that permitting an aDDlicant to 

hivr£ffoltS »1fUg a4,4h® conSlusion of the 18 month period and possi- 
the stet^to^6 resolutl°a of the patent infringement suit overturns 
the r?m^?^LP-e!U“.PHun of ® Patent s validity. On the contrary, 
the Committee intends that a patent would have the same statuto¬ 
ry presumption of validity as is afforded under current law. 
The FTY? HJst^ces’ .an ANDA will contain multiple certifications 
The FDA should make approval of the ANDA effective upon the 
IS !??!0'1' For example, if an ANDA contains a certifStion 

• ® Pr°duct Paten- is expired and a controlling use patent will 
ANDA effiJ?66 ■ye?rs’ then th® FDA must make approval of the 
ANDA effective in three years. In the case where the patent certifi- 

ame?de? “ ail^DA to allege invalidity or non-in fringe. 
Sthin thethe !?A may not make the approval effective 
maybe brought y Pen°d that 80 action for Pat€nt infringement 

issue m?l° hef°h ® >d«ment regarding the patent at 
** b*?U?u4 the expiration of the 45 day period 

Stent foXldS? nh* pr°Vf °n of notice of the certifuktion of 
CKL?S“?i. Any suit for declaratory 
disfe wh^th!*?! r5 d/y P?riod must ** brought in the judicik 

igular a£l PU“ of bustae8s or 1 

Subsequent ANDA's certifying patent invalidity or noninfringement 

an certifying patent invalidity or non-infringement is 
filed subsequent to an ANDA for the sake listed drug t”at hM 

paragraph MXByivf^1^10^!,01* “validity or non-infringement, 
S Sv nK Prides that the approval of the subsequent 
previous^nnH«i? made effective sooner than 180 days after the 
P^ haT1Cant J?®? 1?1gun, commencal marketing, or the date 
on which the court holds the patent invalid or not infringed 
nit??teVi«r flrst' In the event of multiple ANDA’s certifying 
H®46?4- “validity or non-infringement, the courts should employ 
IvniH £*68 multidistrict litigation, when appropriate, to 
W ln^hip °n tlie Pfirties and witnesses and to promote the 
just and efficient conduct of the patent infringement actions.»* 

28 UAC. 1407. 
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Disapproval of an ANDA 

yiteX™'FDAparagraph (4X0 pro- 

•rauriLW?L0hthe- ‘“V* tt‘%P"w*Mfty of the ISfiSElS 

quest within 30 daysofthe notice?ubmit a written re- 

hearing shall be conducted on an exPpSl“asLh S Pn^*6, T1® 

^fUiK3tea* Bha11 be kmi «’ithta 90 days ate tba°£S 

Transition rule 

ti4tof?^Mi)anP'SjDA for\£?, *?*, Ty ”<* make ra¬ 
diant (mcKdtag „yis^A£ftaj,Sf,l"du<tog as.active tagre- 

was approved for the firet Vi^T ; f lnSre<hent which 

1982 J£-ttadS enaSLenTof iCh^A .%‘S"" J““ry 1. 
date of approval of the NDA p«r blV *9 years after the 

was approved in adrug iffthe fW“f^nt X 
al of an ANDA forM * — tune.m 1983, when the approv- 

be made effwtive untilT#93 nmg * inSredient X coul£ not 

Unpatentable drugs 
fH it 

8811 of.the««« 
the enactment of thi* *or first time m an NDA after 
the FDA mav not JSJl then P^^Ph (4XDXii) provides that 

sm sass? sS 5xss .jab T° “ - 
aft ssrff “ts saaaaft 
tions of the NDA holder. ’ t"C *^A may rely uP°n the certifica- 

that an adequat^suDuhf of the?if*™ the four year period 

make the approval ofPan ANDA^ffLti11 £9, ** f^^able, it may 
the four year Sod T^ pn?A effecflve *>«fore the expiration of 

ANDA for^clf dSgrffeSle ffiJrt! the aPProval <* ®n 
holder of the NDA conint? Wbre the four year Pe™*1 the 

Withdrawal or suspension of listed drug's approval 

ssmtiika £ri{hf5“<* «■^mwtisra =saa vjurss£ 
withdrawn or approval of an ANDA is 

suspended if the FDA determines that the listed 
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drug has been voluntarily withdrawn from sale due to safety or ef¬ 
fectiveness concerns. 

The Committee recognizes that the maker of a listed drug might 
withdraw it from the market without specifying the reason or with¬ 
out articulating safety or effectiveness concerns. For this reason, 
the Committee authorized the FDA to examine whether safety or 
effectiveness concerns were one of the reasons for the voluntary 
withdrawal of the drug from the market. If the FDA so finds, then 
the approval of an ANDA for a generic version of that drug must 
be withdrawn or suspended. 

The ANDA must be withdrawn or suspended from sale for the 
same period as the approval of the drug to which it refers has been 
withdrawn or suspended. When the listed drug has been voluntari¬ 
ly withdrawn from the market and the FDA has determined that 
the listed drug was withdrawn due to safety or effectiveness rea¬ 
sons, then the approval of the ANDA must be withdrawn until 
such time as the FDA determines that the listed drug was not 
withdrawn from sale for safety or effectiveness reasons. 

Listings of drugs 

Within 60 days after enactment of this bill. Paragraph (6) re¬ 
quires the FDA to. publish and to make available a list of drugs eli¬ 
gible for consideration in an ANDA. The list must include the offi¬ 
cial and proprietary name of each drug that has been approved for 
safety and effectiveness prior to the date of enactment of the bill. 
The list must be in alphabetical order. If the drug was approved 
after 1981, the list must include the date of approval of the drug 
and the NDA number. Third, the list must specify whether in vitro 
or in vivo bioequivalence studies, or both, are required for ANDA’s. 

At 30-day intervals, the FDA must update the list to include 
drugs that have been approved for safety and effectiveness after 
enactment of H.R. 3605 and drugs approved in ANDA’s under this 
subsection. In addition, the FDA must integrate into the list patent 
information submitted under sections 505 (b) and (c) of the FFDCA 
as it becomes available. 

A drug approved for safety and effectiveness under section 505(c) 
or under subsection (j) shall be considered as published and thus 
eligible for approval in an ANDA on the date of its approval or the 
date of enactment, whichever is later. 

Paragraph (6XC) provides a drug may not be listed as eligible for 
consideration in an ANDA if the approval of the pioneer drug is 
withdrawn or suspended for safety or effectiveness reasons as set 
forth in section 505 (eXlH4) of the FFDCA or if approval of the ge¬ 
neric drug was withdrawn or suspended under Section 505<jX5) of 
the FFDCA. In addition, a drug may not be listed if the FDA deter¬ 
mines that the drug has been voluntarily withdrawn from sale due 
to safety or effectiveness concerns. If such a drug has already been 
listed, then it must be immediately removed from the list. 

The Committee recognizes that the maker of a listed drug might 
withdraw it from the market without specifying the reason of with¬ 
out articulating safety or effectiveness concerns. For this reason, 
the Committee authorized the FDA to examine whether safety or 
effectiveness concerns were one of the reasons for the voluntary 
withdrawal of the drugs from the market. If the FDA so finds, then 
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that the drug was Sot Sithdraw? u,ntlJ the f°A determines 
ness reasons A notice reeaS^/l * ?°r, or effective- 
list must be published in SjSSJSS 8S£of “y drug from 

Bioavailability and bioequivalence studies 

and'ffiSKt to Such1W,¥ty" the rate 
IS absorbed from a drug and beeSuM^L? J|ier®Pe“tlc ingredient 
action.1* 8 a becomes available at the site of drug 

rato a listed drug if the 

listed drug S ldmiSs^U ^^nd extent ,of absorption of the 
peutic ingredient under aimilf ?ame “elar dose of the thera- 
single doS or multiple A “editions in either a 
ered to be bioequivienttof li^JS 2 #2* sha11 a*80 *» consid- 
of the generic^niv does iS? d^g £the «*»t of absorption 
extent of absorption of the lifted d 81Sniffoant difference from the 
same molar TS^Stth! ^ administered at the 
imental conditions in either 1U{?r©dient under similar exper- 
difference from the "isted drS^ hf ?Uutiple doses and the 
neric drug is intentional 7« g £5 ?ate °f absorption of the ge¬ 
net essential to the attain men-the J^Poaed labeling, is 
tions on chronic use and k effective body drug concentra¬ 
te drug.1* c use, and is considered medically insignificant for 

Section 102 

The FDA shall mL* kna!n aPProPr*ate patent information, 
the NDA ^ ^ Pa^n^ information upon approval of 

anS.d«SSi?hto IS "“f any. Pra™»“l> approved NDA be 

prov?5.*,aSnJo™1^m th* ^ ****** •>« f»U“ra to 
flnHhteuP®‘fnt ‘"formation to be filed includes the patent number 
NDAor XS" dat® °f “y Patent which claims the drug i“thl 
w£ch a dfiSAS! \ ?“tfl0d of ^“g such drug with ref^t to 
__ patent infringement could reasonably be asserted 

II |2 !*r!ni!ion °Jt |(oavaila‘jility 21 C.F.R. 320.1(a) (1982). 
Definition of Bioequivalent Drug Products. 21 C.F.R. 320.1(e) (1982). 
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®®t licensed by the owner enmnd in _ , 

ttsaar* •f—*: 
many, section 102 makes a number of technical changes. 

Section 103 

„ Section 103 amends section 505(b) of the PPnra ♦„ 
applicant filing a Paoer NnA’«T, 1 r ? !f rA to require an 
5050X6) to make the s£ne certifiJtfnno lu}teddrug under section 
dated in the fSing o?Mnf0 n!? regarding patents as man- 
FFDCA. In addition &e FOA muSlnew ^^tion 0) of the 
NDA’s effective unde? theM™^, *5$® aPProvals for such Paper 

submitted under subsection 0). Finally1 action ^ol^ ? A£P^’8 
year transition rule and the 4 veaTunnst^w 103 ®PP!ies the 10 
Paper NDA’s. year unpatentable substances rule to 

Paper NDA ’« 

tion 505(b) of tlwFTDCA^ii^wh&hpplication' submitted under sec- 
by the appUcanttoshowsaStv S 2* “vestl«ati<>ns relied upon 
ed by or for?£e apDS^snd ^effMrVe^ were not conduct- 
right of reference orPuse fro!?th?!Lappuca?t k®®1101 obtained a 
ies or for whomSi;!KdWh0 C0"<“,Cted the rtud- 

Patent certifications in paper NDA’s for listed drugs 

5050X6)! ft^must inducted ?ertific!lt' f0ri? 1^ed drVg Under 86011011 
the status VS??1 re8arding 
information has beenPp«>videdP to thi drug 8uch 
product patents which Wm YhiVJfi W,Jth resP«<* 10 all 
which claim an indication for Vhl ^ rdrug.1?nd all use patents 
seeking approval (hereafter rfncn iii?iU^ ^0r wb*cb the applicant is 
the applicant must clrtifo •“ a “polling use patent), 

&2Z2SS “d *° 11,6 b- “■ 
qvUred 'uoder^'toM the. t“eBt W»™««on re- 
is the case sSnd if aL;nnHii )^aS not1>een submitted if that 
one or more of thepi^tS^SSfmrr* apphca*?t may certify that 
expired. Third, theP appli^it mal certifJ8tfSt?nntS P1-0™1*1 have 
one or more of the product or mnLir ^ when appropriate that 
some specified date in the future Patents will expire at 

the P^^^on^liS^ 

ss-c -sajirpas 
and the other wilf e^re^n^h06111^ thatq2?e Patent has expired 
that thS 
uct and controlling use patent certitication for each prod- 
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certification. For examnjl wluch.1lt has not made a 
indications If the ^ drug “** J* approved for two 
No. 1, Z L‘tadffiTN“. 

indication No ? explaining that it is not seeking approval for 

Certification of invalidity or noninfringement of a patent 

&cg£5^3£&$2E3s 
SrThe dSg which Application”^ 

which is 3L£d* ProdUCt ^ °r the -e * 

a P^NDA^he ^SS118"60^ the submission of 

p«if - s&jsg&f con*eBts of a 
or*m"„f™^i“,nt,lSVeS."0tlCe of the certification of invalidity 
been si notlce must state that a Paper NDA has 

«SBr„lc0tburulePP„;0™!e°oftthhee £* S sussofthe *—* which'T^iasKiasMs 
catfon fmended after submission to include a certifi- 

SvenWap”^ 
aie parties when the amended application is submitted. P 

Effectiveness of approval of a paper NDA for a listed drug 

drlgs6 th? !°me paper NDA’s for listed 
on tk« submitted and ready for approval before the Datent 

thitdther^aS expired-.T°deal with this situation and to 
SJenif nfft.™?>"Ce/ns i*“if*>Wy with the safety and e“ 
to7ppSS a P?4?ndaCk^' THt” M5<cX3> requires the FDA 
later date whra ^pro^tate the appr0,,‘1 e,fective at “me 

If the applicant certified in the Paper NDA that no Datent infer 
nation waa suppM or that the rffivant^aSftah£r"xS£d 

2B?VE---«•“ PiRy NDA may be made effective toS 
*• th« 1applicant certified based upon the submitted natent 

information that the patent would expire in one y£r, ttie^f the 
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oneyear.DA ** approved “d approval made effective in 

If the applicant certified that one or more of the n«vl„of _ 

ssaa£SS 

notice of the certiflcation wee provided “ *° “odU“ atter th« 

SSrfS; ^rtme^ehorten the 18 month period LudS^ 

ggsips-s-^r® 
SSS,S 

«as 

pal place of business or a regular and established place of bJS. 
Transition rule 

hJ^110D S05^3*0^) Provides that the FDA may not mol™ effee- 

SvftaKSErt ,il,‘Japer ND* for 0 *»*^Si* 5S55^ 

1982<Sna/fr?i,f0rf,he"*«”• “•»NIMbSSfjS: 
h 1"®2 and the date of enactment of this bill until 10 veers 

after the date of approval of the NDA. For example if active mmS 

SSULu?.,K2?ft&a,dn,*.fi,r the flret uSuhTK 
«SJ£&active ‘np*Uent X 
Unpatentable drugs 

iniL^r6 a^^rG (including any ester or salt of the active 
ingredient) of a drag is approved for thefiist time tarn NDAdto 

valid and patent No. 2 iTnot infrinmdtLJZSUH1* applicant «***«• that patent No. 1 is in- 
garding patent No 2 Then an Ul* .owner roay agree with the certification re- 
to pouTntNol “ m { patent ,nfr>ng*ment nee? only be brought with raepoet 
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sfsdtezJ&z s? £,‘£s 
^sSsSSSP'^a 
known therapeutic™?^ ^ ““ns such dru* fOT «V 

that m a^Ses'3?5lSyatime ^ 'he f<>” ?“r period 
make theop,££aoffiw nSa^”01,^ avaSaWe' il “V 
Of the four yiroeriod T??Fn a effeptlve ^fore the expiration 
Paoer Nn A ^ « F?A f113/ also make the approval of a 

hE ofDthe‘NIU4Sn£“t,Ve Wb" ,he f°" &«* *«■“ 

CWL'UOn 2(/^( 

se^on °/l)1 TT,^.mends "t?01* 505 of th* FFDCA to add a new sub- 

nees infomationTat'^bSS !!ta1SLdh?t safetf“d affactiva- 
has not been previously dLSd ^L ^k ” a? » PA and which 
able to the pubiic urjn rMuSlmd^ tf “ro sh?" ** made “vail- 
u.™or^^ 

dtefoUl u'pSr^M 'ftheVNDA i"forE“ti°Vnd data shell be 
such informotioJTIdaiadea>5a"doned Sec»"d’ 
the FDA has determined th«?/fcTiSi?? •'available uP°n request if 
legal appeal iSyTKlrh/ust^ TOri *ri?PP™r!l,!-e and aI1 
shall be released unon ?p *u d’the <!ata and ,nformation 
section 505(c) rftheTFECA^L hin 8f^Val °f th? NDA under 
peals have bin exha^Sted ^Fourth*1 and a11 le&al aP- 
shall be released upon thJm??latl?n ®“d data 

' TLIhicCoh fs^newd'rr ^ the 
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toe wished to avoid any possibility Si^iM of a dme1!fn/n??mu^ of ‘fc bU1- ^ Commit- 
determination that the d^rag could te apTroTed Jl^f, ^ b “• bl" w0,uldbe deemed a final 
neas information. approved without the submission of safety and effective- 
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2669 



DRUG PRICE AND PATENT TERM ACT 
P.L. 98-417 

[page 38] 

mercial marketing, but it must be the first time a product made by 
the claimed process has been approved. 

The Committee’s bill requires extensions to be based on the first 
approval of a product because the only evidence available to Con¬ 
gress showing that patent time has been lost is data on so-called 
class I, new chemical entity drugs. These drugs had been approved 
by the Food and Drug Administration (FDA) for the first time. An 
exception was allowed for products made through recombinant 
DNA because this innovative, new technique is being employed to 
improve already approved drugs. 

Paragraph (8) addresses the circumstances where two different 
approved products are the subject of the same patent. An extension 
would be granted only for the first approved product which has 
been the subject of a regulatory review period. 

Conditions of extension applicable to product and use patents 

Paragraph (4) of section 156(a) describes conditions which are ap¬ 
plicable to product and use patents only. 

Paragraph (4XA) permits such a patent to be extended if two re¬ 
quirements are met. The first is that the approved product is not 
claimed in another product patent which has been extended or 
which as an earlier issuance date. The second is that the approved 
product and the use for which the product is approved are not iden¬ 
tically disclosed or described in another product or use patent 
which has been extended or which has an earlier issuance date. 
The phrase “identically disclosed or described” is intended to have 
the same meaning which it has under current patent law.20 

The policy which the Committee seeks to implement in para¬ 
graph (4XA) is, in brief, that the first patent (1) which claims the 
approved product, in the sense that the approved product would in¬ 
fringe a claim of that patent, or (2) which fully discloses that prod¬ 
uct and its approved use, is the patent which should be rewarded 
with an extension. For example, if the approved product is the sub¬ 
ject of several patents as a result of filing continuation, continu¬ 
ation-in-part, divisional or otherwise related patent applications, 
each of which discloses the approved product and its approved use, 
then only the earliest issued patent is eligible for an extension. 

Paragraph (4XB) is an exception to the rule in paragraph (4XA) 
for certain product patents. If two conditions are met, a product 
patent can be extended even though the approved product is also 
claimed in another product patent which has been extended or 
which has an earlier issuance date. First, the product patent which 
was issued earlier or previously extended cannot identically dis¬ 
ci08® or describe the approved product. Second, the holder of each 
of the two product patents must never have been and must never 

bolder of the other patent. In this paragraph, the term 
holder is any person who owns the patent or is an exclusive li¬ 

censee of the owner. This exception was included to prevent an ear¬ 
ner issued patent which claims a broad genus of compounds from 
blocking the possible extension of a later issued patent claiming a 

phj*»‘'UentioOly dieclooed or deecribed” in uoed in 35 U-S.C 103 to eet forth the 
nditfcne of 86 XJS.C. 102. 
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patent under the provision of law under which the applicable regu¬ 
latory review period occurred. 

(3) When a process patent claiming a method of manufacturing 
the approved product is extended, the holder’s rights are limited to 
the method of manufacturing which: (a) is claimed in the process 
patent, and (b) is used to make the approved product. 

Section 156(c) 

Period of extension 

Section 156(c) specifies the rules by which the length of the 
period of extension is determined. The calculation made under 
these rules is further limited by the requirements of section 
156(gX4). 

Under section 156(c), the length of the extension is based on the 
length of the regulatory review period in which the approved prod¬ 
uct was approved. The definition of the various regulatory review 
periods is in sections 156(g) (1M3). All regulatory review periods 
are divided into a testing phase and an agency approval phase. 

The regulatory review period which occurs after the patent to be 
extended was issued is eligible to be counted towards extension in 
accordance with the following calculation. First, each phase of the 
regulatory review period is reduced by any time that the applicant 
for extension did not act with due diligence during that phase. (The 
determination of lack of due diligence is made under section 
156(d).) Second, after any such reduction, one-half of the time re¬ 
maining in the testing phase would be added to the time remaining 
in the approval phase to comprise the total period eligible for ex¬ 
tension. Third, all of the eligible period can be counted unless to do 
so would result in a total remaining patent term of more than four¬ 
teen, years. For example, if an approved drug product which is eli¬ 
gible for five years of extension had ten years of original patent 
term left at the end of its regulatory review period, then only four 
of the five years could be counted towards extension. 

The additional limitation on the period of extension is found in 
section 156(gX4). That section provides different maximum periods 
of extension depending on whether the approved product was de¬ 
veloped before or after the date of enactment. 

Under that section, the total period of regulatory review which 
can be counted towards extension would not exceed five years 
when: (1) the patent to be extended was issued after the date of en¬ 
actment of this bill; or (2) the patent was issued before the date of 
enactment, but the approved product’s regulatory review period 
had not begun on the date of enactment. The total period of eligi¬ 
ble regulatory review would not exceed two years when: (1) the 
patent to be extended was issued before the date of enactment; and 
(2) the approved product’s regulatory review period had begun 
before the date of enactment but the product had not been ap¬ 
proved by that date. If any action was taken before the date of en¬ 
actment which initiated the testing phase of the regulatory review 
period, then the applicant would not be eligible for the five year 
rule by discontinuing activity and then initiating a new regulatory 
review period after the date of enactment. 
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needed to make a final determination of due diligence is not avail¬ 
able to the petitioner. To meet this burden of proof, the petitioner 
need not show conclusively that there was a lack of due diligence. 
Instead, the petitioner need only allege sufficient facts to merit an 
investigation by the Secretary. For example, it would be sufficient 
for the petitioner to demonstrate that human clinical trials did not 
begin for an unreasonably long period of time after the FDA grant¬ 
ed permission to begin those trials or that the trials took an unrea¬ 
sonably long period of time. In those events, the Secretary would 
determine whether the delay was caused by a lack of due diligence 
on the part of the applicant. ., ., 

After making the determination, the Secretary would notify the 
Commissioner of Patents and Trademarks and publish it m the 
Federal Register. Any interested person could request an informal 
hearing within 60 days of publication of the determination. If a 
timely request is made, the Secretary must hold such a hearing 
within 30 days, give notice of the hearing to the patent owner and 
any interested person, and provide such persons with an opportuni¬ 
ty to participate. Within 30 days of the hearing, the Secretary must 
affirm or revise the determination, notify the Commissioner of Pat¬ 
ents, and publish it in the Federal Register. 

The Committee established a system for review of due diligence 
that requires the minimal amount of federal agency personnel 
time. The goal of the system is to assure that obvious delays during 
regulatory review, such as a prolonged period when human clinical 
trials on a drug product are not being conducted, are not counted 
towards patent extension. The system is not intended to cause a 
review of every action, but to identify significant periods of time 
when the loss of patent term resulted solely from the applicant s 
failure to pursue approval. Delays caused by the temporary un¬ 
availability of necessary testing facilities, or a scientific dispute in¬ 
volving tests required for approval or the interpretation of those 
tests, are examples of delays which can reasonably be expected to 
occur and would not be a basis for finding a lack of due diligence. 

Section 156(e) 

Determination on patent extension of the Commissioner of Patents 
and Trademarks 

The Commissioner would make the final determination that a 
patent is eligible for extension under section 156(a), that the re¬ 
quirements of section 156(d) have been met, and that the period o 
extension will be the period prescribed in section 156(c). Once these 
findings are made, the Commissioner would be required to issue a 
certificate of extension to the applicant. The certificate would be 
recorded in the official file of the patent and be considered a part 
of the original patent. ...... 

The Commissioner’s decision regarding a patent s eligibility tor 
extension under the rules of section 156(a) may be based solely on 
the information contained in the application. The burden « on the 
applicant to show that all patents which are relevant to the eligi¬ 
bility determination have been considered and do not prevent the 
requested extension. 
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While the Commissioner would be responsible for evaluating the 
applicant’s determination regarding the patents listed in the appli¬ 
cation, the Committee expects that most reviews would be ministe¬ 
rial in nature. Since the applicant is under a duty to disclose all 
relevant information (see section 156(dX4)), the application should 
be so well documented that a substantive review by the Commis- 
sioner would usually not be necessary. 

Expiration of a patent pending extension (section 156(eX2)) 

It is possible that the original term of the patent for which ex¬ 
tension is sought could expire before a final decision by the Com¬ 
missioner to issue a certificate of extension. This might occur, for 
instance, because the determination of due diligence by the Secre¬ 
tary of HHS or Agriculture has not been completed. 

In such circumstances, the Commissioner is required to deter¬ 
mine whether the patent is eligible for extension under section 
156(a), and if it is, to issue a certificate of extension for a period of 
up to one year. The length of this interim extension is discretion¬ 
ary with the Commissioner, but is intended to provide time for the 
completion of any outstanding requirements. If the Commissioner 
determined that subsequent interim extensions were necessary, 
and consistent with the objectives of section 156(e)(2), they could be 
granted as well. In no event could these interim extensions be 
longer than the maximum period of extension to which the appli¬ 
cant is thought to be eligible. 

Section 156(f) 

Definitions 
The term “product” is defined in subsection (fXl) to include drug 

products and medical devices, food additives and color additives 
subject to regulation under the Federal Food, Drug, and Cosmetic 

Act. 
The term “drug product” is defined in subsection (fX2) to mean 

the active ingredient of a new drug, antibiotic drug, new animal 
drug, or human or veterinary biological product (as those terms are 
used in the Federal Food, Drug, and Cosmetic Act, the Public 
Health Service Act and the Virus-Serum-Toxin Act), including any 
salt or ester of the active ingredient, as a single entity or in com¬ 
bination with another active ingredient. The human drugs included 
in this definition are both prescription and over-the-counter drugs. 

The term “major health or environmental effects test is denned 
in subsection (fX3) to mean a test which is reasonably related to the 
evaluation of the health or environmental effects of a product, 
which requires at least six months to conduct, and the data from 
which is submitted to receive permission for commercial marketing 
or use. Periods of analysis or evaluation of test results are not to be 
included in determining if the conduct of a test required at least 

8^The term “informal hearing” is defined in subsection (fX5) to 
have the same meaning as “prescribed for such term by section 
201(y) of the Federal Food, Drug, and Cosmetic Act. 

The term “patent” is defined in subsection (fX6) to inean a 
patent issued by the United States Patent and Trademark Office. 
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Section 156(g) 

Definition of regulatory review period 

The “regulatory review period” differs for each product that can 
be the subject of patent extension, but in all cases it is considered 
to have a testing phase and an agency approval phase. 

In sections 156(g) (1H3) of the term “initially submitted” is used 
to describe the point in time when the testing phase is considered 
to be completed and the agency approval phase to have begun. This 
term is used instead of the term ‘Tiled,” because an application is 
often not considered to be filed, even though agency review has 
begun, until the agency has determined that no other information 
is needed and a decision on the application can be made. For pur¬ 
poses of determining the regulatory review period and its compo¬ 
nent periods, an application for agency review is considered to be 
“initially submitted*' if the applicant has made a deliberate effort 
to submit an application containing all information necessary for 
agency review to begin. The Committee recognizes that, the agency 
receiving the application might decide it needs additional informa¬ 
tion or other changes in the application. As long'as the application 
was complete enough so that agency action could be commenced, it 
would be considered to be “initially submitted”. 

Drug products (section 156(gXl) 

The regulatory review period for drug products is the sum of the 
periods: (1) beginning when an exemption under 505(i), 507(d), or 
512(j) was granted or authority to prepare an experimental drug 
product under the Virus-Serum-Toxin Act was granted and ending 
when with the initial submission of an application for approval 
under section 351 of the Public Health Service Act, 505, 507, 512 of 
the Federal Food, Drug, and Cosmetic Act, or the Virus-Serum- 
Toxin Act; and (2) beginning when an application for approval was 
initially submitted under section 351 of the PHS, 505, 507, 512 of 
the FFDCA or the Virus-Serum-Toxin Act and ending when the ap¬ 
plication was approved. 

Food and color additives (section 156(g)(2)) 

The regulatory review period for food and color additives is the 
sum of the periods: (1) beginning when a major health or environ¬ 
mental effects test for a food or color additive was initiated and 
ending when a petition requesting the issuance of a regulation for 
use of the additive was initially submitted; and (2) beginning when 
a petition for the issuance of a regulation was initially submitted 
and ending when the regulation became effective. 

If permission for commercial marketing was delayed because ob¬ 
jections were filed to the regulation, or if such permission was ini¬ 
tially granted and later revoked before actual marketing began be¬ 
cause objections were filed to the regulation, then the period de¬ 
scribed in (2) above would end when the objections were resolved 
and commercial marketing was permitted. 

Medical devices (section 156(gX3)) 

The regulatory review period for medical devices is the sum of 
the periods: (1) beginning when human clinical investigations are 
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expiration date of a patent claiming that drug product constitutes 
infringement, even though the only purpose of the experi¬ 

ments is to seek FDA approval for the commercial sale of the drug 
after Oie patent expires. It is the Committee’s view that experimen¬ 
tal activity does not have any adverse economic impact on the 
patent owner s exclusivity during the life of a patent, but preven¬ 
tion of such activity would extend the patent owner’s commercial 
exclusivity beyond the patent expiration date. 

Article 1, Section 8, Clause 8 of the Constitution empowers Con¬ 
gress to pant exclusive rights to an inventor for a limited time. 
That limited time should be a definite time and, thereafter, imme¬ 
diate competition should be encouraged. For that reason. Title I of 
the bill permits the filing of abbreviated new drug applications 
before a patent expires and contemplates that the effective approv¬ 
al date will be the expiration date of the valid patent covering the 
original product. Other sections of Title II permit the extension of 
the term of a patent for a definite time provided certain conditions 
are met. There should be no other direct or indirect method of ex¬ 
tending patent term. 

Remedies for patent infringement (section 271(c) (3H4)) 

In an infringement action pursuant to this section, no injunctive 
or other relief could be granted to prohibit the activity which is 
permitted by section 271(eXl). 

T^e Cbmmittee expects that infringement actions pursuant to 
this section will only be brought in the instance described in sec¬ 
tion 271(eX2), where a party submitting an abbreviated new drug 
application under Title I of this bill certifies that a patent is in¬ 
valid or non-infringed and gives the required notice of that certifi¬ 
cation to the patent owner. In the event the patent is found to be 
vahd and infringed, so that the act of infringement described in 
section 271(eX2) has occurred, the remedies available to the court 
are three-fold. 
, ^ infringing party has not begun commercial marketing of 

the drug, injunctive relief may be granted to prevent any commer¬ 
cial activity with the drug and the FDA would be mandated to 
make the effective date, of any approved ANDA not earlier than 
the expiration date of the infringed patent. The injunction could 
not prohibit the infringing party from using ther information con¬ 
tained in the application to support the approval of the application 
at the later effective date. In the case where the ANDA had not 
been approved, the order would mandate the effective date of any 
approval to be not earlier than the expiration date of the infringed 
patent. In the case where an ANDA had been approved, the order 
would mandate a change in the effective date. 

If the infringing party has begun commercial marketing of the 
drug, damages and other monetary relief and injunctive relief may 
be awarded for the infringement and to prevent further infringe¬ 
ment. In addition, the FDA would be mandated to change the effec¬ 
tive date of the approved ANDA to the expiration date of the in¬ 
fringed patent. 
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Section SOS of the Bill 

t r j 203 adds a new provisions to section 282 of Title 35, 
United States Code. \ 

Defenses to patent infringement (section 282) 

The new provision in section 282 provides that an improper 
pant of patent extension, or any portion thereof, because of a ma- 
tenal failure by the applicant or by the Commissioner of Patents 
and Trademarks to comply with the requirements of section 156, is 
a defense m any action involving the infringement of the patent 
during the patent extension. Any failure by the applicant to 
comply with the requirements of section 156 would be considered 
material only if the failure would have changes the decision to 
grant the extension or the length of the extension. Any failure by 
the Commissioner to comply with the requirements of section 156 
would be considered material unless the Commissioner failed to 
meet a time deadline. 

Under this provision, a court which found some portion of the ex¬ 
tension to be improperly granted would not invalidate the entire 
patent extension. For example, if the Commissioner made a mathe¬ 
matical error that resulted in a five year extension instead of the 
four year extension to which the applicant was entitled, the court 
would invalidate only that portion of the patent extension improp¬ 
erly granted. 

Implicit in section 156 is a directive to the Commissioner to cor- 
rect any failure on his part that resulted in the funding of invalidi¬ 
ty of a patent extension or any portion of it. The new provision 
does not create any cause of action under the Tort Claims Act 
against that Commissioner or any Patents and Trademarks Office 
employee involved with the extension. 

In an action involving this new provision, the determination re¬ 
garding due diligence made under section 156(dX2) is not subject to 
review. * 

Agency Views 

Agency comments were submitted by the Food and Drug Admin¬ 
istration during the July 15, 1983, hearing of the Subcommittee on 
Health and the Environment 

* * * * * 
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MINORITY VIEWS OF MR. BLILEY 

INTRODUCTION 

H.R. 3605, as reported by the Committee, is a bill described by its 
proponents as having something for everyone—restoration of 
patent terms for products subject to elaborate premarket approval 
requirements to provide incentives for pharmaceutical research 
and facilitation of approval of generic drugs by the Food and Drug 
Administration under abbreviated application procedures to in¬ 
crease drug price competition. The objectives of this legislation are 
salutary and have the support of all interested parties. In my view, 
however, the legislation fails to achieve a proper balance between 
these two objectives. 

Instead of providing an appropriate patent term for pharmaceuti¬ 
cals by restoring the time devoted to periods of "regulatory, 
review," the bill strictly limits the types of patents eligible for term 
restoration and the conditions and length of the restoration period. 
In short, the patent term restoration provisions of this bill are 
largely illusory. Moreover, the bill would overrule a decision of the 
highest patent court in this country and thereby allow generic drug 
companies to use a patented product during the term of the patent. 
This is a substantial diminution of the rights currently held by the 
owner of the patent and has serious constitutional and policy impli¬ 
cations which have not been considered by the Committee. The 
[latent provisions of this bill also encourage patent "jumping" and 
itigation over the validity of patents. 

The abbreviated new drug application (ANDA) provisions of this 
bill are equally troublesome. For example, the bill has substantial 
adverse effects on the resources and legal authority of the Food 
and Drug Administration, which has expressed some of its concerns 
about the bill in a document entitled "Technical Comments on 
June 2 Discussion Draft ANDA/Patent Term Restoration Legisla¬ 
tion," largely to no avail. Many Members of the Congress and vari¬ 
ous prestigious academic and study groups have explored recently 
the need for faster approvals of innovative and medically necessary 
new drugs. The need to accelerate the approval of new drugs him 
been acknowledged by nearly everyone, including the FDA. It is as¬ 
tonishing, in light of the widely held view that the new drug ap¬ 
proval process takes too long, that the Committee reportedH.R. 
3605, which imposes substantial new administrative and resource 
burdens on the FDA which will almost certainly have the effect of 
forcing FDA to divert resources from the review and approval of 
new therepeutic entities to the review and approval of copies of al- 
ready-available drugs. 

I am deeply concerned that in its haste to report this lengthy 
and complex bill, the Committee has failed to consider fully and 
adequately its effects—intended and unintended, desirable and lin¬ 
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desirable—in either hearings or markup. H.R. 3605 is a significant 
piece of legislation with important implications for consumers, re- 
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^aHCf^b^!dirRhAa,TaaCe“tiCai generic drug companies 
*v5 v?A' 111 P"114 of however, the Committee luure- 

ported a highly significant , and lengthy bill without any hearings 
fj&eldir 14 “ either ^eHealth Subcommittee or in t£ 
£* Jk **?'“ ?° answer to “y that the bill is the result of 
lengthy negotiations between the brandname and generic drug in- 

trade associations. Many significant interest^ including the 
Pf4??4 • ’ b®y® neXer been heard from. Moreover, many of the 
highly innovative and research-oriented pharmaceutical firms have 
theTOA6^8*0118 ab°U^ 4^e as reported as apparently, does 

„„H R. 3605 is an admirable beginning to the process of striking an 
among a variety of competing and important1 

policy objectives. There is ample time for, and a compelling need 
to, consider, revise and improve upon the bill. In my view, the hill 
should be returned to the Health Subcommittee for further h<£r- 
mgs and amendment, rather than being reported in haste by this 
Committee. Further, because this Committee lacks expertise in 
patent matters, the Committee is not qualified to evaluate the 
patent provisions of H.R. 3605. We do this institution a disservice 

lyurep°rtl!]5 °n day of introduction, a complex bill 
outside the expertise of the Committee after a “markup” that 
lasted barely thirty minutes. K 

'sections of my views, I describe in greater detail the 
significant areas in which this bill is deficient. 

I. TITLE I—ABBREVIATED NEW DRUG APPLICATIONS 

A. Limits on FDA authority 

„ the research-based pharmaceutical companies which favor 

5? SnH,R* ?60,5 and *** FDA it8elf hav« identified ways 
m which the bill unwisely restricts FDA’s authority to ensure that 
all drugs are demonstrated to be safe and effective 
.. First; 4he bill expressly prohibits FDA from requesting data on 
the safety or efficacy of certain generic drugs, even where such 
am! are needed to fulfill the FDA's public health responsibilities. 
Although one would not anticipate that FDA would need to resort 
to this authontyveryoften, I believe it is a fundamental 

dePnv®the JPA of tRe authority simply because it is —«»med 
^batit will need to exercise it only rarely. 

Second, it has been the longstanding policy of FDA to require 
that persons seeking to market drugs combining two or more active 
ingredients demonstrate that the combinationitself, as opposed to 
til® arm’ ^^d^tsmdividuallv, be shown to be safe and effec- t™JD£ *uaut}lont? 40 TwlUIr® Pwf has been upheld by the 
courts. Without explanation or hearing, H.R. 3605 would overrule 
this policy and limit FDA’s consideration of safety and efficacy to 

“gradients of combination dfugs. I do nrt b£ 
lieve that the Congress should provide for the approval of new com- 
th^t Vk"® °f ^oot requiring the applicant to demonstrate 

combination is safe and effective. The public health should 
not be compromised in this fashion. 
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B. Resource implications 

. review and approval by FDA of new pharmaceuticals—often 
innovative and highly desirable developments essential to the 
health of our citizens—is perhaps the most important function that 
the Congress has given to the FDA. The American people and the 
Members of the Congress rightly expect that this function be per¬ 
formed competently and expeditiously. New drugs are often inex¬ 
pensive ways to cure life-threatening or debilitating diseases. Un¬ 
necessary delay in making these drugs available to physicians has 
been a continuing concern to me, many other Members of the Con- 

FDA, to the medical community and others. The so- 
* J i “ruf. the need to expedite drug approvals has been 

widely studied and recommendations for improvements abound. 
Indeed, FDA is in the midst of revising its regulations and proce¬ 
dures for new drug approvals. 

Astonishingly, then, the Committee has reported a bill which is 
likely to reduce FDA's ability to improve its new drug approval 
procedures timeliness in acting on new drug applications 
FDA has expressed concern in its “Technical Comments* that the 
bill reported by the Committee will result in a “substantial in¬ 
crease in work load during the first few years immediately follow- 
ing enactment. It is obvious that this increase in workload will ob¬ 
ligate FDA to reallocate personnel from new drug review to ANDA 
revlfZrl a ause the bU1 also cont*ins time limits on FDA's actions 
on ANDAs which are far more restrictive than those for NDAs,* 
this problem will be further exacerbated. It is apparently the Com- 

that review of ANDAs is a more important priority 
I take strong exception to that judgment. 

As FDA has suggested, a phase-in of eligibility of ANDAs would 
ameliorate much of its workload burden while simultaneously 
making available immediately for ANDA treatment six of the 
drugs *aaJ are among the top selling prescription drug products. I 
urge the Members of the House to consider this idea among others 
as a way to greatly improve upon this bill. 

C. Disclosure of proprietary data 

The bill reported by the Committee provides for the public disclo¬ 
sure of all of the extensive and costly research data generated by 
research-onented pharmaceutical companies, even though those 
safety and effectiveness data may be of significant value to foreign 
competitors or may retain proprietary value in the United States. 
These data may well retain commercial value, even when FDA no 
longer requires an applicant to submit them for approval of a drug 
(t.e, whenan ANDA may be filed with FDA, the full data are not 
needed). The data may still be valuable, for example, because in 
many foreign countries all or a portion of these data are needed to 
obtain approval. These data will be valuable particularly in those 
countries which do not recognize U.S. patents. By providing for the 

** MMmr time 
M)A a filed, U., a nearly imay to to 
P*nod for actio* on an ANDA berine m 

criteria for approval 

fetmf oo an NDA does not bwin until the 
approved IvfDA Under HJL 800^, thtlSOday time 

ttoe ANDA to Mbmitted. A eufaetantial time may 
***** the appfiratton to brought into conformity with 
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release of these data, the bill hands to foreign competitors of U.S 

costgma!fv’r?n the Rrice °f Ph01000?*™? charges, data which 
cost many millions of dollars to obtain and which can be used to 

approval to marketdrugs in competition with the owner 
and generator of the data. This provision of H.R. 3605 is hardly the 

ma^tiPca^diS?yiniPr0Ve ^ ComPetltiveness <* America’s phar- 

It should also be noted that this provision of H.R. 3605 has signif- 

ma?LTc,;rC^nT?hC^-0nfi0I FDA' Uilder the Freedom of Infor- 
ri ob!lgated 10 respond to requests for documents 

™ lJf flles,’ tb.e voluminous safety and effectiveness data 
made available by the bill, ordinarily within ten days. Since the en¬ 
actment of the FOI Act, FDA has consistently received more re- 
?qsq%r?A docu.mf?t3 th®n virtually any other Federal agency. In 
fitp3’“^i4 fr6CeiVed °Veir 39’°P° F01 requests. One hundred twenty- 

1 time univalents, many highly trained scientists and 
doctors, were required to process these requests. Under H.R. 3605 
X of safety and effectiveness data and information 
will immediately upon enactment, be available for disclosure. If 
FDA were to receive requests for even a modest part of thosedata 
the workload and resource burdens would be staggering I fail to 

tJe.P“blic '*'«'!*> by having FDA divert 
scarce technical personnel and resources to processing FDA re¬ 
quests and ANDAs, at the expense of new drug applXtionf aS 
other important public health functions. applications and 

II. TITLE II—PATENT TERM RESTORATION 

3605 contains many significant revisions to our patent laws, 
restoring patent terms lost during extensive regulato- 

ry review periods, these revisions eliminate many of the significant 
D?teS- "£rm culTent.ly accrue to the patent owner. Moreover, the 

• *1 te restoration provisions are so restrictive that their 
fwi m?y T® 1 ^ argely lllus°ry- Innovation is not encouraged by 
these patent provisions. 6 J 

A, Loss of patent rights 

I am advised that it has long been accepted that to use, sell or 
make a patented product during the life of the patent constitutes 

infringement. This aspect of the rights accruing to the 
? • <TTer waSi.r5cf?Vy ranffirmed in the context of generic 

case- The United States Court of Ap¬ 
peals for the Federal Circuit held, consistent with prior law, that a 
generic drug company may not formulate and test its version of an- 
other company s patented drug until the patent term expires. The 

iiDaS?0” 18 801111(1 law and should be retained. 
H.R. 3605, however, would overrule Bolar and thereby permit a 

generic drug company to engage in acts which heretofore would 
Patent infringement. It is extremely doubtful that 

m 8 bdl. de81«ned to restore patent life, to dra- 

<SliSe,SS?c t^at constitutional implications of this 
provision ofH.R. 3605 have not been considered. By overruling 

hul retrospectively deprives the patent holder of valua- 
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ble rights. Patent rights represent both a contractual right between 
the patent holder and the U.S. Government and a recognized prop¬ 
erty right. The Constitution prevents the Government from impair¬ 
ing the rights of contract and from “taking'' or depriving one of a 
property right without just compensation. By overruling Bolar for 
patents already issued, H.R. 3605 violates these important protec¬ 
tions found in our Constitution. 

B. Restrictions on patent term restoration 

t Under H.R. 3605, most patents will not be eligible for restora¬ 
tion, even though they may cover products or methods of use, for¬ 
mulation or administration, of innovative drugs which required 
many years and great expense to research and develop and even 
though many years may have been devoted to securing an approval 
to market from the FDA. The bill thus fails to achieve one of its 
principal purposes: to ensure that sufficient incentives exist for in¬ 
novation. 

A few examples of the restrictive approach to patent term resto¬ 
ration will demonstrate the inadequacies of H.R. 3605. 

Under present law, a patent can be obtained containing a broad 
claim (genus) covering many compounds. It is difficult and requires 
a large investment by the innovator, but is still possible subse¬ 
quently to obtain a patent for specific claims (species) on a few spe¬ 
cific compounds encompassed within the genus. Under the bill, 
should a patent holder obtain a patent with species claims covered 
bv a previously-issued genus patent, the patent holder could not 
obtain restoration of the term of the species patent. 

In addition, under present law, the Patent Office can require 
that the claims in a patent application be divided and prosecuted 
in separate patents. Under the bill, the first issued patent of the 
series would be the only patent term entitled to restoration, and 
subsequently issued patents of the series would be precluded from 
restoration. Accordingly, unless an FDA approved product is 
claimed within the first issued patent of the series, restoration of a 
Patent term covering the product would not be available. During 
the patent application process, it is impossible to know which drug 
or drugs will ultimately be successfully tested and marketed. 
Therefore, a patent holder is being denied the benefit of patent 
term restoration due to circumstances beyond its control. 

Another exception to patent term restoration encompassed by 
H.R. 3605 would occur where one patent covers two FDA approved 
drugs. Any claims in the patent covering the second FDA approved 
drug could not be restored. Accordingly, only one restoration is 
available per patent even though a company may have expended 
considerable resources in developing each FDA approved product. 

The bill also limits availability of patent term restoration for 
method of manufacturing patents (not using DNA technology), in¬ 
cluding the limitation that no other type of patent has been or 
“may be issued for any known therapeutic purposes” claiming the 
method of using the product. 

By excluding so many patents from eligibility for term restora¬ 
tion and by making the eligibility for restoration of some patents 
turn on circumstances beyond the control of the innovator, the bill 
falls well short of providing the incentives for innovation that it 
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purports to Behave. It is not necessary, of course, that every oatent 

5ate to «Srt ri£th?“!h 1 K ?irdKr reas??able incentives^* inno- 
raUn^fnr ah th* bl11 should provide for patent term resto¬ 
ration for all significant innovations, be they in discovering new 
chemical entities, new dosage forms, new uses or species of sub- 

: previ°usly covered by broad genus patents. The restrictive 
0f HR 3605 patent term rLSrat on a 

haphazard and infrequent event. Innovation is not encouraged 
when the prospect of meaningful patent life is left to chance^and 

^nd when most innovations covered by patents will 
not be eligible for term restoration. 

H.R. 3605 also makes other significant changes to our patent 

Sutmc„hMTderher ' “ ^ «-"tl 

UI. CONCLUSION 

o Sif ^trfS8i"? and regrettable that this Committee has reported 
^?ngthy an<i highly significant piece of legislation with¬ 

in holding hearing in either the Health Subcommittee or in the 

STennfrn™P' k-^U?lyi.dlttreSsing that this Committee rep!rt- 
ed a controversial bill which changes significantly our patent laws 
*m area which escapes even the broad jurisdiction of this Commit- 

I share with other Members the desire to restore patent life lost 
d“™*g Pe™*18 of regulatory review and the desire to facilitate the 

-I* d5UgS' l object, however, to the precipitous and 
giperficia1 consideration of the bill by the Committee and to its 

by the legislation. f°r COnsider> the views of a11 Parties affected 

Thomas J. Bi.ti.ity, Jr. 

HOUSE REPORT NO. 98-857, Part II 

[page 1] 

° j dodioiary. to whom was referred the bill 
40 X”end Xth? Federal Food, Drug, and Cosmetic Act to 

fJ^bome an abbreviated new drug application under section 505 of 
t'T genenc new drugs equivalent to approved new drugs, 

!*£{*, *1 0ther Purposes, having considered the same, report favor- 
abJy ^r^°n mth amendments and recommend that the bill as 
amended do pass. 

* * * * * 
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Background of Patknt Term Legislation 

For the last 113 yean patent terms have been set at seventeen 
yean. Beginning in the late 1970’s, however, patent owners began 
to complain that the period of Federal government regulatory 
review eroded the effective market life of their patents. This view 
was fust formally voiced by President Carter's Advisory Committee 
on Industrial Innovation. 

During the 96th Congress an attempt was made to legislate in 
this area. Congressman Kastenmeier, chairman of the Subcommit- 
teeon Courts, Civil Liberties and the Administration of Justice, re¬ 
quested that an amendment to an unrelated patent bill by Mr. 
lawyer be withdrawn in return for an agreement that the bili 
would be given full consideration during the next Congress Thin 
request was agreed to. 
. During the 97th Congress the Subcommittee held extensive hear¬ 
ings on H.R. 1937.* The Subcommittee also commissioned a study 
of the issue by the Office of Technology Assessment. 

PATENT TERM EXTENSION AND THE PHARMACEUTICAL INDU8TRY (1981) 

As a result of those hearings the Subcommittee marked up the 
bill and reported a clean bill, H.R. 6444. The Committee on the Ju- 
diciary approved H.R. 6444 on August 4, 1982.* The bill was 
Drought up on the Suspension calendar in September 1982 but 
failed to achieve two-thirds by a narrow margin. 

Also during the 97th Congress the Senate held hearings on 
patent term legislation.3 The Senate passed S. 255 unanimously, 
but because of the failure of the House measure no public law 
ensued. 

It should also be noted that during the 97th Congress opponents 
of patent term legislation, Congressmen Waxman and Gore, also 
held hearings on the subject.4 

98th Congress 

tt S^tively early this Congress, Congressman Synar introduced 
H.K. 3502, a measure largely similar to the bill which had passed 
the Senate last Congress. In the Senate Senator Mathias intro¬ 
duced a companion bill, and has held hearings on the measure this 
Congress. The original Synar bill, H.R. 3502, had approximately 
one hundred co-sponsors, including leadership figures from both 
pflTtl68. 

th‘ A* «f }?®1; Hearing* on HR 1937, H R 6444, and S. 255, Before 
Co£??'~Cml L*b?rtl? "“the Administration of Justice of the House 

n o the,3r1£“rXL®7t£ Congress. 1st Session (1981). 
1st Session aMU ^ 97th Co"8*~’ ** S“*ion <W82); see also S. Rep. No. 138, 97th Congrees. 

Ju^.OTS^gr^^f lMli)H«ring. on & 255 Before the Senate Comm, on the 
4 Health and the E ViaMllaMHiia_D.^ a. fj*_•_-« n_• • Ml"Il*Beou»rPart 7: Hearings on Childhood Immunizations; 

Vaccine; Proposed Family Planning Regulation: Orphan 
5238i 5®fore the Subcomnnttee on Health and the Environment of the Hcmae* 

Promisea andlp^tfm^E!?^^ 97 th Congress 2d Session (1982); Pharmaceutical Innovation— 
S^^iUricSSS Before the Subcomm. on Natural Re- 
Shtrft^^^^Shoyd Envi?,?mtnt fnd Subcomm. on Investigations and Over- ngni 01 we House Comm, on Science end Technology, 97th Congrees, let Session (1981). 
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t^.Co"*r**8> Congressman Waxman introduced H.R. 
JJffLli *”}! relating to ** “PProval process for generic drugs. The 
H^^^^3anJbl11 7? a P**® and a half in length. This bill was 
the subject of aday of hearings in the Committee on Energy and 
Commerce, Subcommittee on Health and Environment. Tim Sub¬ 

mit?66 016,1 Wil6^01® biU without amendment. After the 
markup was concluded, Congressman Waxman engaged in exten- 
weL ^S1011? TJ?1 mtere8ted wjties. The primal participants 
were ui© Generic Pharmaceutical Industry Association (GPIA) and 
SrtSf?6®6110®81 Manufacturers Association (PMA). As a result 
of thesediscussions, when the bill was marked up in the Commit- 
tee on Energy and Commerce Mr. Waxman offered an amendment 

0Ju^bSS£t?VThe 8ubetitute was adopted and forms 
the basic text of H.R. 3605. House Report 98-857, Part I. 

Background on FDA Approval Process 

°/.the P™* Amendments of 1962, the FDA has 
Jfma^^g f generic drugB ““de*" different sets 
of rules. With respect to drugs approved before 1962 (i.e. those ap- 
proved under a standard of safety but not efficacy), FDA has pe£ 

8en^nc substitution without a requirement that the generic 
duphcate Previously approved tests. However, 4th re¬ 

spect to drugs approved after 1962, the FDA has adopted the view 
that genenre must virtually duplicate the same health and safety 
terts craducted by the original applicant for marketing approval. 
iofi9 u \rU!e8 °“ genenc drug approval for drugs approved after 
1962 have had serious anti-competitive effects. The net resultof 
SjyS" *?tn,jhe Practical extension of the monopoly posi- 

Patent holder beyond the expiration of the patent. This 
is so because of the mobility of generics to obtain approval for 

durficath^e^ts**™*8 Wltbout enormous expenditures of money for 

serious attempts at rectifying the inequities of drug 
approval process were undertaken in the 95th Congress. The Cart? 
Administration, under the leadership of Secretary Califano of the 
♦klPSm?6111 Health “d Human Services, and Dr. Kennedy of 
tteFDA, proposed sweeping changes in the dnig approval process.' 
Secretary Califano urged Congress to act for three reasons: (1) the 
exclusion of generic* was anti-competitive; (2) the requirements of 
duplicative tests on humans unnecessarily endangered human 
SSri”. (3) the approval process diluted the resources of the 
FDA£ During the 96th Congress additional hearings were heldT 
•“4 Senate eventually adopted a bill which opened up the FDA 

trie. 
• “1 

m H R 1U11, aad & 

Art of 1978." HMiioi fcafbt* 

NMob (1 rrsic "Dn* ft 
tea* onHaahh aad Setenttfk la 
, M* omm id Wmiiu arm. 
> ftrtbrm Art of 1979," Haaria* 
Ows^ttaa on Tabor tad Hubo 
(irtx 

tbn Wuhranmmat on Honllh aad tho 
korea, United Btetao Houaa of Umn 
tftoo ftofarm Art of 1978," Haarnp 
A, CommHtoo on Human ftoaouraa, 

tho Subeoounitte* on Hoahh and 
Iran, United State* Sanate, 98th 
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drug approval process.* This comprehensive reform bill failed in 
the House for unrelated reasons. 

Summary or H.R. 3605 

HJt. 3605 contains two titles. The first title of the bill creates a 
new system for the approval of generic drugs by the Food and Drug 
Administration. This approval process for drugs approved by the 
FDA after 1962 has been severely criticized as too cumbersome and 
expensive. In essence the provisions of title I of H.R. 3605 extend 
the procedures for approval of genericB for pre-1962 drugB to the 
later class of drugB. 

Thus, under H.R. 3605 a general manufacturer may Bubmit to 
FDA a request for approval of a generic substitute for any post- 
1962 drug. The generic manufacturer must establish that the pro¬ 
posed substitute is the same or therapeutically equivalent to the 
drug which has already been approved. 

Under the approval process in H.R. 3605, a generic manufacturer 
may submit an application for approval to FDA before the so-called 
pioneer drug goes off patent. Tne generic may submit data estab¬ 
lishing bioequivalency during this tune period. In order to complete 
this application the generic manufacturer must conduct certain 
drug tests. In order to facilitate this type of testing, section 202 of 
the bill creates general exception to the rules of patent infringe¬ 
ment. Thus, a generic manufacturer may obtain a supply of a pat¬ 
ented drug product during the life of the patent and conduct tests 
using that product if the purpose of those tests is to submit an ap¬ 
plication to FDA for approval. 

HJL 8605 permits generic applications to be effective after a 
patent expiree. In addition, H.R. 3605 provides that a generic man¬ 
ufacturer may request FDA approval to begin marketing before the 
patent on the drug has expired. Under current law, this situation 
is not an issue because of the cumbersome approval process. If the 
generic manufacturer seeks such an approval it must allege that 
the existing patent is invalid or will not be infringed. In this in¬ 
stance notification must be given by the generic to the patent 
holder concerning the application for FDA approval. In these cases 
the FDA may not approve the generic application until either (1) 
18 months have expired or (2) a court has determined that no in¬ 
fringement will take place. After the expiration of 18 months, if 
there has been no intervening judicial determination, the FDA will 
approve the generic application, even if the drug is still on patent. 

Finally, title I also provides for a four year grant of market ex¬ 
clusivity to be granted by the Commissioner of the FDA for unpat¬ 
entable substances which have been approved for use as drugs by 
theFiyL 

This title of the bill addressee the question of patent term exten¬ 
sion. As noted above, proponents of this type of legislation have 
argued that the reduction of the effective market life of a patent 

jjJtljgL Wn^nSO—lat SaAi 044, fS-f 1 (UTMe 10 Cruwiinl Racord 
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rasrws 
to innovation and research Thu« if • ^ ? diminished stimulus 
tensions will iSITEEwK n££Ked that P** ®x- 

The patent term extension nro^i^l expenditures/ 
complex, and differ in many Sfm IA S111 relatively 
Committee on the Judidarv xhe blU approved by the 
vides that a patent may beex^H^^T688'In- general, the bill pro- 
if the patented drug (or othe^™ f°u- aPfnod of up to five years 
the FDA) has unde^one£&? Thebai^17^ by 
al general rules for calculating *21 Provides sever- 
only one-half of «£ &'“““r Ftat,; 
for-year matching extension Second, a year- 
approval process that th*> rfr-urr « e ^0I! sny time in the drug 
ISA. Th.P^eaT5jl5^‘^S"« * by ft! 
yet undergone testing bv the Pna vu?.n^ drags which have not 
have been patented tes&^J!1?.^^ *» drags which 
thef^dZSSS^ Z ^PPr°TOd ^ «■* TOA. 
ad&gffftS.* .^.e jP*. obove, the bill places an 
of patent egt£Z^l^.ilgtglSon_In “>, ««f may tte period 
al of the product exceed fnnr+^« nfter approv- 
the patent^^”^vf0^;i^ ifFghlly. W P*rt e/Sl of 
tension failed to act with Hua “ the, applicant for an ex¬ 
submission of date tothe fda^2 “ conductin& tests or in the 

biinsn^tetetorilyem^fef]MkeU™i^ th?.^ru« Patent part of the 
fringement. y the rule8 mth respect to patent in- 

HISTORY OF THE BILL IN THE COMMITTEE ON THE JUDICIARY 

Committee on the jlldSiary3^ a^ ue"‘iaUy referred to the 
1st of August 1984 TKo iff, °r a P?n°d n°t to extend beyond the 
Conrts, &SJi>eayi J™ .referred to the SnbconJdtSt on 
held one day of hearinas on th* bilt^1ilstranSn.M ^notice which 

LbedeZJUne W- 1984' F°™* ■— 

miesloner of Patents end A*istanti^ratary and Com. 
Lewis, representing the PhemoSf+^’AP^®! “eluding Robert J. 
and William Haddadhrep!^H?fy fh^p^“faouUI^ Association 
dustry Association* «' noLi ntong the Generic Pharmaceutical In- 
American Home Products- Norm An* nL °* Job° Stafford, President, 
York University School of fcwT’ P™f“?°r ?f Law, New 
and Dr. Ronald E Cane E' Schuyler, Jr., Esq. 
California. Pe’ Chmman> Corporation, Emeryville, 

leSlStl£w,Knre^^f^8^^ting ““endments to the 

from the following i«hnr *tbe bl? bave also been received 
Labor and cSngrwsof **5® American Federation of 
national Unio^United Automrfhi^8^112*410118 (AFL-CIO); Inter- ’ unwea Automobile, Aerospace and Agricultural 
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Implement Workers of America (UAW); American Federation of 
State, County and Municipal Employees (AFSCME). Further state¬ 
ments in support of the bill have been received from the American 
Association of Retired Persons (AARP); Consumer Federation of 
America (CFA); National Council on Senior Citizens (NCSCX Addi¬ 
tional comments have also been received by the American Society 
of Hospital Pharmacists in support of the bul. 

Statements in opposition to parts of the bill have been received 
from the American Intellectual Property Law Association (AIPLA) 
and the Patent, Trademark and Copyright Section of the Bar Asso¬ 
ciation of the District of Columbia. 

SUMMARY OF HEARING 

The proponents of the legislation urged its adoption as the best 
possible compromise between two competing economic interests. 
The Commissioner of Patents and Trademarks objected to the legis¬ 
lation on several grounds. Commissioner Mossinghoff urged the 
Committee to adopt the patent term procedures and rums con¬ 
tained in the Committee reported bill from last Congress and to 
reject the proposed changes in the law of patent infringement. Dr. 
Ronald Cape of CETUS Corporation urged expanded protection 
from the abbreviated new drug application process for biotechnol¬ 
ogy which uses recombinant DNA. 
. Finally, a group of drug companies opposed to the legislation in 
ite current form articulated its reservations. They argue that the 
bill will hamper innovation and research, create unnecessary litiga¬ 
tion and unconstitutionally take property from patent owners. 

Committee on the Judiciary Deliberations 

The Committee considered six amendments. Two amendments 
were adopted, and four amendments were rejected. 

The first amendment adopted was first approved by the Subcom¬ 
mittee on Courts, Civil Liberties and the Administration of Justice 
and relates to animal drugs. This amendment deleted authority for 
patent term extension for animal drugs, because these substances 

dealt with in another bill before the Committee, H.R. 6034. 
The second amendment approved by the Committee was offered 

by Mr. Kastenmeier. This amendment deleted from the bill author¬ 
ity of the Commissioner of the Food and Drug Administration to ^ant exclusive marketing authority for unpatentable substances. 
u ie Committee concluded that such authority to issue second class 
"patents” should not be granted without a strong showing of need. 
There was no such showing. Further, the Committee concluded 
that authority to grant the equivalent of a monopoly is something 
which should be limited to appropriate Federal agencies such as 
the Patent and Trademark Office in the case of non-obvious, useful 
inventions. 

The first amendment rejected by the Committee was offered by 
Mr. Hughes. The Hughes amendment would have permitted the 
granting of a patent term extension for the substances regulated by 
the bill for each regulatory review period. The net result of the 
amendment was to permit multiple patent term extensions on 
what was essentially the same drug product. This amendment was 
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supported by the Patent and Trademark Office (PTO). The PTO 
BE**2 ?* Version of 3605 ^Ported by the CommiSeiS 
Energy and Commerce would create two different types of patents 
ton/io^P8’™?06? ^“cb are extendable and those which are not ex- 

^r category, they claim, includes subsequent tue, 
method and composition patents. M 
- J5* Committee considered these arguments and rejected them 

^T-^ the Committee accepted the rationale put 
STUSj,tbe. Committee on Energy and Commerce concerning 

to ®Y°*d multiple patent term extensions. Our sister Com- 
“J**®® ,tliat *be only patented product which experiences 
fimy substantial regulatory delay is the first product patent (or if 

P®*fnt*the 61,84 Process patent). Therefore, they 
reason that subsequent patents on approved drug products are fre- 
2““^ “9* tbe .same magnitude of innovation as occurs with re¬ 
spect to the initial patent. Thus, the Committee on Energy and 
Commerce included on public policy and health policy grounds 
tended*^ ^ PStent 0n a dru8'tyPe product should*5be ex- 

, ^ sectmd amendment rejected by the Committee was offered 
by Mr. Moorhead. This amendment would have permitted generic 
dng manufacturers to conduct FDA related tests during the life of 
a patent, but only during the last year of any period of patent term 
extension. The net effect of this amendment would have been to 
SR w® opporttxnity of doing such testing for nearly two dec- 
“®f-Moorhead argued that section 202 of the bill constituted 
ff °f Pr°P®rty just compensation 
“.**1®. Flfth Amendment to the Constitution. The Com- 
puttee rejected this argument for reasons set forth in greater detail 
in the section by section analysis. See page 26, infra. Mr. Moorhead 
alsoureued that it was unfair for persons holding existing patents 
*w«TT u pve up certain property rights during the life of 
that Patent. He asserted that this amendment would permit such 
testing but only as a condition for obtaining a patent term exten- 
sion. 

(pb<Lp0Pa™*ttee rejected the Moorhead amendment for two rea- 
K>ns. Fust, the only activity which will be permitted by the bill is a 
limited amount of testing so that generic manufacturers can estab- 
TJJleJ10e*'???leDCy, °I a $eneric substitute. The patent holder 

J° exclude others from the major commercial mar- 
during the life of tiie patent. Thus, the nature of the inter¬ 

ference with the rights of the patent holder is not substantial, 
aecond^ the Committee accepted the public policy rationale of our 
^f*fr ™m™.1ttee op Energy and Commerce. They reasoned that 
without section 202 generic manufacturers woula be required to 

bioequivalency tests after the expiration of the 
patent. 0 This would result m delays of about two years after the 
expiration of the patent before a generic could go on the market, 
inus, the Committee on Energy and Commerce reasoned that sec- 

the most part the bill is prospective ss to patent extensions. So for a 
Il985+1?+6^1 vmu}985 Wlth * ***"’ “ten“011 *•“ *“*“»« »ouM not occur until 8006 

.u 1 "^joraotivelythese teats could be conducted outside the United States in a country where 
the pioneer drug company does not have patent protection. 1 
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tion 202 of the bill was essential to implement the policy objective 
of getting safe and effective generic substitutes on the market as 
quickly as possible after the expiration of the patent. 

The third amendment rejected by the Committee was offered by 
Mr. Sawyer. This amendment would have changed the trigger 
which set in motion the commencement of patent validity litiga¬ 
tion. Mr. Sawyer argued that the time period when the bill's litiga¬ 
tion procedures come into play should occur later than is provided 
in the bill. The Committee rejected the amendment because the 
Committee reported bill provides that the initial submission by the 
generic manufacturer must be substantially complete (including 
the results of any required bioequivalency tests). See House Report 
98-857, Part I, 24-25. Thus, the Committee concluded that requir¬ 
ing the patent litigation to await the formal acceptance of the data 
by the FDA would only serve to unnecessarily protract the resolu¬ 
tion of that litigation. 

The fourth amendment rejected by the Committee was also of¬ 
fered by Mr. Sawyer. This amendment would have required that 
the FDA may not approve a generic substitute for marketing 
during the life of a valid patent. Mr. Sawyer’s amendment woula 
have required that either the patent expire before approval, or that 
there be a final decision by a Federal District Court that the patent 
in question was not valid. The Committee rejected the amendment 
for several reasons. First, the Committee recognized that under 
current law the FDA has statutory and regulatory authority to ap¬ 
prove of generic substitutes in three instances.11 Under this exist¬ 
ing authority the FDA does not examine or question the patent 
status of the previously approved drug.12 

Also under current law, if the generic obtains approval and goes 
on the market before the patent expires, then the patent holder 
can sue for patent infringement. Thus, under current Federal law 
the FDA does not assist the patent holder in enforcing a patent. 

The provisions of the bill reported by the Committee on Energy 
and Commerce modify this rule by providing that if a generic files 
for approval and requested marketing authority during the life of 
the patent that the FDA cannot act immediately. Under the bill 
the generic must notify the FDA that they are claiming that the 
patent is invalid.13 The generic must also notify the patent holder. 
The patent holder must then commence litigation within 45 days to 
assert the validity of the patent. Once that litigation has com¬ 
menced the FDA cannot grant approval until the earlier of two 
events occurs: (1) either the expiration of 18 months; or (2) a court 
decision finding the patent invalid. This provision was added by the 
Committee on Energy and Commerce to accommodate the compet¬ 
ing concerns of the PMA and the generic manufacturers. The PMA 

11 FDA currently hai authority to approve generic substitutes for pre-1962 drugs, antibiotics 
and a narrow class of poet-1962 drugs where sufficient medical literature exists. See 21 U.S.C. 
866(b); 43 Fed. Reg. 39127 (Sept. 1978Hrelating to pre-1962 drugs); 21 U&C. 367 (a) and (b) (relat¬ 
ing to antibiotics); 46 Fed. Reg. 27396 (May 19, Idol) (relating to post-1962 paper ANDA approv¬ 
als); see also section SKcXIXDXiHiii) (relating to approval of genenc pesticide substitutes by EPA 
whithout relation to patent status). 

11 'The patent laws do not have any hearing on the enforcement of the Federal Food, Drug 
and Cosmetic Act. . . FDA reviews applications) without considering any patent issue.” 46 Fea. 
Reg. 72698 (Oct 31.1980) (statement by FDA). 

r# Alternatively, the generic could claim that its application would not infringe an existing 
patent This notification is likely to produce the same type of patent litigation. 
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K^C<?I^P^0mise ?n the Prov“ions of title I of the bill (re- 
exc^fn~ t ted ne? drug application procedures (ANDAs)) in 
S&g DSntem^'eater Protectio“ of existing human pharm£ 
were^ilfiS?t?'n^L?knenC ““ufacturers, on the other hand, 
pro^ionsof thebill “ e*hteen*month ™Ie because of cthei? 

of th* Sawyer amendment 
the market SfiL to substantiaUy delay generics from getting onto 
71® “arxet when they seek to challenge the validity of a Datent 

States l3telm2L?¥,,tl<iL?the ,5^icial Conference of the United 
suft k 3fi a “e !*tween ^ng and disposition of a patent 
tiJl .^nnoai Report of the Director of the Adminktra- 

9^ee of ^e United States Courts—1982, at 253. Over ten oer- 
th£t $ases take. more than 77 months. Thus, a requtement 
that FDA defer generic approval until after a court deHsinnnf 
patent invalidity would substantially delay FDA approvals Of 

£££,£«» ST? tl“^the PA * generi?b£££e uie expiration of 18 months without a court decision and it in lator 
determined that the patent is valid, the patent o^r^mv still S 
cover damages from the generic.14 Therefore, in most casJs the bill 
affords greater protection for patent holders than current law. 

Sectional Analysis of “Drug Price Competition and Patent 
Term Restoration Act of 1984” 

general 

211UScTa^1 ISA-1?* End CosnVetic Act (hereinafter FDCA), 
draSoJSiffIhe F^rA8yStrK0/ P[em.a*eting clearance fo} 
meree of«nv i ? ,A Prohibits the mtroduction into com- 
with the jSSd tv 8 “fi*8? * new.drug application (NDA) filed 

«»JteSeSS8SS5t ?“ P-f^yrecognted by qualified experts as safe and effec- 

?ue to^a2*?2£f- ”*• 21 USC- 321<P«)!lTie Government^ 

*:«gr 
a-s?s*tj 

investigations, composition, methods and precau- 
tions in manufacture, and samples of the drug, which will Derm it 
an,TlM^iSent a^essm®nt,of its safety and efficacy. 21 U.S.C. 355(b) 
i ™fhiaM0Vlde8 standards under which, aftei- notice mid K 
USC 355 oi ga^Tf 1^U8e a NDA to become effective, 21 
of new eriden^lffi ST Wlthdraw • NDA in effect on the basis 
SlvTho the drug wa? unsafe. 21 U.S.C. 355(e). Gener- 
180 davs Tfc* diflapprove an application within 
J;. j y8, l he FDA is directed to refuse approval of NDA and tn 
withdraw any prior approval of NDA if “substantial evidence”that 

14 See propoeed section 271<eX4> and 86 US.C. 271. 
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the drug is effective for its intended use is lacking. 21 U.S.C. 355 (d) 
and (e). Substantial evidence is defined to include "evidence con¬ 
sisting of adequate clinical investigations, by experts qualified by 
scientific training and experience to evaluate the effectiveness of 
the drug involved, on the basis of which it could fairly and respon- 
sAly be concluded by such experts that the drug will have the 
effect it purports or is represented to have under file conditions of 
use prescribed, recommended, or suggested in the labeling or pro¬ 
posed labeling thereof.” 21 U.S.C. 355(d). 6 V 

FDA orders refusing or withdrawing a NDA are reviewable in 
the court of appeals. 21 U.S.C. 355(h). Other kinds of FDA orders 
may be reviewed in federal district courts under the Administra¬ 
tive Procedure Act (APA). 

The Act provides an alternative procedure for drugs intended 
solely for investigational use. 21 U.S.C. 355(i). Compliance with a 
comprehensive set of FDA regulations is required. 21 CFR 312 1 et 
seq. 

j Finally, section 355(]) requires records and reports relating to 
clinical experience and other data or information regarding an ap¬ 
proved drug to be made available to the FDA which shall handle 
them with due regard for the professional ethics of the medical 
profession and the interests of patients. 

SUMMARY OF THE BILL 

^“Competition and Patent Term Restoration Act 
of 1984 (H.R. 3605) consists of two titles which affect introduction 
procedures and patent requirements for certain kinds of generic 

drugs. Title I of the bill allows drug manufacturers to use an 
abbreviated new drug application (ANDA) when seeking approval 
^ genenc copies of drugs that were approved by the FDA 
after 1962. Title II of the bill encourages drug manufacturers to 
assume the increased costs of research and development of certain 
products which are subject to premarketing clearance by restoring 
some of the time lost on patent life while the product is awaiting 
FDA approval. 

Section 1 of the bill sets out the short title: "Drug Price Competi¬ 
tion and Patent Term Restoration Act of 1984”. 

Title I—Abbreviated New Drug Applications 

Section 101 amends section 505 of the Federal Food, Drug, and 
Cosmetic Act, 21 U.S.C. 355, to graft on the NDA procedure previ- 
°usly described, authority for an abbreviated new drug application 
(ANDA) procedure applicable to drug manufacturers seeking ap¬ 
proval to make generic copies of drugs that were approved by the 
FDA after 1962. There are "[a]n estimated 150 drug products ap- 
proved after 1962 [that] are currently off patent and would become 
fu• ^r/J?ene™ copy using the ANDA procedure proposed in 
this bill.” H. Rent. 98-857, Part I, at 19. 

The new ANDA procedure is set forth in subsection (i) of the in¬ 
troductory procedure provisions of current law. 21 U.S.C. 355. As a 
consequence, existing subsection (j), relating to records and reports 
which have to be made available to the FDA by manufacturers of 
approved drugs, is redesignated subsection (k). 
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w file anAN?)A J) °f propo8ed subsection (P authorizes any perso 

Paragraph (2XA) of proposed subsection (j) describes the informa- 
a^a ch. • , ** “eluded in the ANDA. Specifically, the 
ANDA must include: 

(i) sufficient information to show that the conditions of use 
prescribed, recommended or suggested in the proposed labeling 
tor which the applicant is seeking approval are the same as 
^9!* have been previously approved for the listed drug: 

(uXI) if that listed drug, referred to in clause (i), has only one 
active ingredient, sufficient information to show that the 
active ingredient of the generic is the same as that of the listed 
drug, or 

(iiXII) if the listed drug, referred to in clause (i), has more 
than one active ingredient, sufficient information to show that 
all of the active ingredients in the generic drug are the «nmA 
as those of the listed drug, or 

(iixni) if that listed drug, referred to in clause (i), has more 
than one active ingredient, and if one of the active ingredients 
m the generic drug is different and the applicant is seeking ap¬ 
proval under paragraph (2X0, relating to ANDAs for drugs 
which are different, sufficient information to show that the 
other active ingredients of the generic are the same as the 
active ingredients of the listed drug as well as sufficient infor¬ 
mation to show that the different active ingredient is an active 
ingredient or a listed drug or of a drug that is not a new drug 
as defined by section 201(p) of the Act, 21 U.S.C. 321(p), and 

about the different active ingredient 
that the ANDA may require. 

(iii) sufficient information to show that the route of adminis¬ 
tration, the dosage form and the strength of the generic drug 
are the same as those of the listed drug, or if the generic de¬ 
parts from the listed drug in any one of these particulars, such 
information regarding that difference as the FDA may require; 

(iv) sufficient information to show that the generic drug is 
bioequivalent15 to the listed drug, except that if the applicant 
is seeking approval under paragraph (2XC), relating to ANDAs 
tor drugs which are different, sufficient information to show 
that the active ingredients of the generic are of the same phar¬ 
macological or therapeutic class as those of the listed drug and 
can be expected to have the same therapeutic effect when ad¬ 
ministered to patients for an approved condition for use; 

(v) sufficient information to snow that the proposed labeling 
for the generic drug is the same as that of the listed drug 
except for approved changes when approval has been obtained 
under paragraph (2X0, relating to ANDAs for drugs which are 
different, or because the generic and the listed drug are pro¬ 
duced or distributed by different manufacturers; 

(vi) the scientific information about a generic that is re¬ 
quired for a NDA under existing law, 21 U.S.C. 355(bX2H5), as 
redesignated by section 103(a) of this bill (§ 355(bXlXBMF)), 
namely a full list of its component articles and composition, a 

** The term bioequivalent is defined in section 101 of the bill. 
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fiill description of methods and precautions in manufacture, 
drug and component article samples, and a specimen of the 
proposed label; 

(vii) a certification by the applicant (in the opinion of the ap¬ 
plicant and to the best of such applicant’s knowledge) of patent 
information applicable to the listed drug if that information 
has been submitted under subsections (b) and (c) of existing law 
as proposed to be amended by section 102(aXl) and (aX2) of the 
bill, infra. With respect to all product patents which claim the 
listed drug and all use patents which claim an indication for 
the drug for which the applicant is seeking approval, i.e., a 
controlling use patent, the applicant must certify, in the opin¬ 
ion of the applicant and to the best of the applicant's knowl- 
eage— 

(I) that the patent information as required under subsec¬ 
tions (b) and (c) of existing law as proposed to be amended 
by section 102; (aXl) and (aX2) of the bill, infra, has not 
been filed; 

(II) that one or more of the product or controlling use 
patents as hereafter required to be provided for NDAs 
have expired; 

(HI) that one or more of the product or controlling use 
patents as hereafter required to be provided for NDAs will 
expire on a specified future data, and 

(TV) that one or more of the product or controlling use 
patents as hereafter required to be provided for NDAs 
either are invalid or will not be infringed. 

(viii) a statement when appropriate that an applicant is seek- 
mg approval for an indication not previously claimed by anv 
use patent. J 

The FDA cannot require that an ANDA contain information 
above and beyond that required by clauses (i) through (viii), supra. 

Paragraph (2XB) of proposed subsection (j) requires additional 
patent information to be included in the ANDAs of applicants who 
certify pursuant to subparagraph (AXviiXIV), supra, that one or 
more of the product or controlling use patents either are invalid or 
JT111 “otbe infringed. Proposed subparagraph (BXi) provides that 
the ANDA in these circumstances shall state that the notice re¬ 
quired by clause (ii) of this subparagraph has been given to the af¬ 
fected ownerfs) of a patent which is subject to the certification re¬ 
quirement or their representatives and to the affected holder of an 
approved NDA which contains the patent information required by 
infSv'fx*101* Pf<*"e<^ures of existing law as amended by section 
102(aXl) and (aX2) of the bill. 
Axri?!?8® ®.Provic^s t*iat tlie required notice shall state that an 
ANDA which contains data from bioavailablity or bioequivalence 
studies has been submitted along with a certification seeking ap- 
proval for marketing a drug covered by an unexpired patent. Addi¬ 
tionally, the notice shall explain in detail the legal and factual 
basis of the applicant’s opinion that the relevant patent is invalid 
or will not be infringed. 

Subparagraph (iii) requires that in the case of an ANDA which is 
subsequently amended so as to bring it within this notice require- 
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Stedn0tiCe 8ha11 ** givCn when ** ““e^ed application is sub- 

(2XC) «fj«P08ed subsection (j) relates to ANDAs for 
drugs which are different from the liofoH « 10 
person would be prohibited from submittfog •a 
cumstances unless the variance is onenfrStfoH d Tkl i Cir* 
amended by this bill and th«» FT>4 b? the law as 

wg» 5MBaSS£3*35 
MUSE1 MsSffSSJtS^A shm: rssa^ 

Ufi^i fi8 *?6 methods used in, or the facilities and controls 
used for, the manufacture, processing and packing of the ge- 

“8"re “d pr^™?te •&£ 

h‘■"'!**? Previously approved for the listed dru£^ drUg 

r yy’s-aa,isted *«*and ^ K 
uSa2 txstitisvs & 

?nv-wL°ne active ingredient, or * 
from aCi *v5 ingredients of the generic drug differ 
Irom those of the listed drug and a petition permitting a 

SSrh^e^'orT^'"1 >!“ been^Mted EKSXJ 
ffJSSS/ tbe &enenc drug are not the same as 
cnose ot the listed drug or the different active ingredient in the 
generic is not a listed drug or if the different active ingredient 
“2f(p)fW drug 88 defined by section 201(p) of the Act, 21US.C. 

trS™ fcNDA ^f8 “ot show that the route of adminis- 

2£?i terfSfiSsg? o/the geMric dr"g■•“*•» 
en?rou)Jh/?o^L^?A*for a generic drug which has a differ- 
listedTdnia kn?TkniSt *®^0n’ dosage form, or strength from the 

ap|t^dir^^p';r,2'^ntog th* Change *- «* •**“ 

thaPtfo^FnA ANDA does not contain all of the information 
ingVS a^eJS^fo fh Previou.sly granting a petition allow- 

fpl thIt^avtTa^ the gener?c drug from the listed drug; 
.Ay ^nf^.an ANDA for a generic drug whose active ingredi- 
fkl* nf6 tbe ^ar^e M. those of the listed drug does not show 
*^?Ltbe genenc drug is bioeguivalent to the listed drug or if a 
r^mbin^nn^ a ■ch£n*l“ one of the active ingrelients in 
not^hnww £ne™- ^ h®6?- panted, that the ANDA does 
not show that the active ingredients of the generic drug are of 
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the same pharmacological or therapeutic class as those of the 
listed drug or does not show that the differing generic combin¬ 
ation drug can be expected to have the same therapeutic effect 
as the listed combination product when administered to pa¬ 
tients for an approved condition of use; 

(G) that the ANDA does not show that the proposed labeling 
for the generic drug is the same as that of the listed drug 
(except for changes in the proposed labeling of the generic 
drug because a petition regarding a change has been granted 
and changes from a switch in producer or distributor); 

(H) that, on the basis of intrinsic or extrinsic information the 
inactive ingredients of the generic drug are unsafe for use 
under the conditions prescribed, recommended, or suggested in 
the proposed labeling for the generic drug or because the com¬ 
position of the generic drug is unsafe under approved condi¬ 
tions of use; 

(I) that approval of the listed drug has been withdrawn or 
suspended for reasons of safety or effectiveness; 

(J) that an ANDA does not meet any of the requirements set 
forth in paragraph (2XA), relating to ANDA’s for drugs which 
are the same; , x . 

(K) that an ANDA contains any untrue statement of maten- 
&1 fact. 

Paragraph (4XA) of proposed subsection (j) requires the FDA to 
approve or disapprove an ANDA within 180 days of the initial re¬ 
ceipt of the application. By mutual agreement of the FDA and the 
applicant, that period may be extended. 

Paragraph (4XB) of proposed subsection (j) allows an ANDA ap¬ 
proval to become effective according to relevant patent-related cir¬ 
cumstances. Thus, under clause (i) if an applicant certifies in an 
ANDA that patent information has not been supplied with respect 
to a NDA as hereafter is required or that the relevant patents have 
expired, approval of the ANDA would become immediately effec¬ 
tive. Under clause (ii), if the applicant on the basis of supplied in¬ 
formation certifies that the patent or patents will expire on a speci¬ 
fied future date, approval of the ANDA becomes effective on that 
date. 

Clause (iii) would authorize a flexible schedule of ANDA approv¬ 
al-effectiveness dates when the applicant certifies that one or more 
of the product or controlling use patents are invalid or not in¬ 
fringed. Generally, approval of the ANDA in these circumstances 
could become effective after a 45-day hiatus. An approval of an 
ANDA would not become effective in these circumstances, howev¬ 
er, if within 45 days of the receipt of notice of the certification an 
action is brought for patent infringement regarding one or more of 
the patents subject to that certification. In that event, approval of 
the ANDA could not be effective until 18 months after the notice of 
the certification was provided or until a court decision issues, if 
before the expiration of the 18 month time period a court decides 
such patent is invalid or not infringed the approval shall be made 
effective on the date of the courts order. If the court decides such Eatent has been infringed under 35 U.S.C. 271(e) the approval shall 

e made effective on the date the court orders. 
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such time as the FDA determines that the listed drug was not 
withdrawn from sale for safety or effectiveness reasons. 

aragraph (6XA), of proposed subsection (j) authorizes a program 
whereby information about listed drugs which could be copied 
£?i °.be®o“e.availaWe. Within 60 days after enactment of this 
bill, the FDA is required to publish and make available a list of 
drugs eligible for consideration in an ANDA. The list must include 
m alphabetical order the official and proprietary mim of each 
drug which has been approved for safety and effectiveness prior to 
pedate of enactment of this bill. If the drug was approved after 
isai, the hat must include the date of its approval and its NDA 
number. The list must specify whether in vitro or in vivo bioeouiv- 
elence studies, or both, are required for ANDAs. Clause (i). 

At 30-day intervals thereafter, the FDA must update the list to 
include drugs that have been approved for safety and effectiveness 
after enactment of this bill and drugs approved in ANDAs under 
this subsection. Clause (ii). 

The FDA must include in the list patent information on 
new drugs required under section 102(aXl) and (2) of this bill as 
that information becomes available. Clause (iii). 

Paragraph 6(B) of proposed subsection (j) provides that a drug ap- 
811(1 effectiveness under section 605(c) of the Act, 

21 U.S.C. § 355(c) or under subsection (j) if this bill is enacted, shall 
A>m*81”e!iL^ f8 published and thus eligible for approval in an 
anda on the date of its approval or the date of enactment, which¬ 
ever is later. ’ 

subsection (j) provides that a drug Paragraph (6XC) of proposed subsection (j) provides that a drug 
may not be listed as eligible for consideration in an ANDA if the 
approval of the former or pioneer drug is withdrawn or suspended 

under section 505(eXlH4) of the 
j § 355(eXlH4)f or if approval of the generic drug was 

withdrawn or suspended under paragraph (jX5), supra, as author¬ 
ized by this bUl. Also, a drug may not be listed if the FDA deter¬ 
mines that it has been voluntarily withdrawn for reasons of safety 
or effectiveness. In the event such a drug has already been listed, it 
must be immediately removed from the list. 

A drug may not be listed so long as its approval is withdrawn or 
suspended. If the drug has been voluntarily withdrawn from 
market, it may not be listed until the FDA determines that the 
drug was not withdrawn from sale for safety or effectiveness rea- 
■““r £ “otlce removing any drug from the FDA list regarding 
availability for copy shall be published in the Federal Register. 

Paragraph (7) of proposed subsection fit anelln nnt 

means ine rate and extent to which the active ingredient or there- 
peutic ingredient is absorbed from a drug and becomes available at 
the site of arug action. 

A drug is to be considered bioequivalent to a listed drug if the 
rate and extent of absorption of the generic drug do not show a sig¬ 
nificant difference from the rate and extent of absorption of the 
listed drug when administered at the same molar dose of the thera¬ 
peutic ingredient under similar experimental conditions in either a 
single or multiple doses. Clause (1). A generic drug may be 
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Section 105(a) of the bill requires the FDA to promulgate rules to 
implement new subsection (j). These rules, which shall be issued 
within one year of enactment of this bill, shall be promulgated in 
accordance with the informal rulemaking requirements of the 
APA, 5 U.S.C. 553. 

Section 105(b) of the bill establishes an interim procedure for ap¬ 
proving ANDAs for post-1962 drugs until the final regulations 
become effective. During the year following enactment of this bill, 
ANDAs for listed post-1962 drugs may be submitted in accordance 
with the current regulations applicable to pre-1962 pioneer drugs: 
21 C.F.R. 314.2. In the event of inconsistencies between current reg¬ 
ulations and the Act as amended by this bill, FDA shall follow the 
latter. However, the FDA may not approve an ANDA or Paper 
NDA under this interim procedure for a drug which is described in 
section 505(cX3)(D) or section 505(jX4)(D) of the Federal Food, Drug 
and Cosmetic Act 

Section 106 of the bill amends 28 U.S.C. 2201 to insert a cross 
reference indicating that certain declaratory judgment actions in¬ 
volving patents controversies cannot be brought except as author¬ 
ized by this bill. 

Title II—Patent Extension 

Section 201 of the bill adds a new section 156 to title 35, to 
extend the normal 17 year term of a product, use, or process patent 
in the case of a patented product which is subject to pre-marketing 
clearance (as defined in this Act). 

Under proposed section 156(a) the term of a patent which claims 
a product, a method of using a product, or a method of manufactur¬ 
ing a product is extended from its original expiration date if cer¬ 
tain, specified conditions are met. The conditions that permit an 
extension of patent life are set forth in eight numbered para¬ 
graphs. 

Paragraph (1) requires the patent to be in force at the time an 
application for extension is submitted to the Commissioner of Pat¬ 
ents and Trademarks. 

Paragraph (2) allows extension only if the term of the patent has 
never been extended. Thus, the extension authorized by the bill is 
a one time extension. 

Paragraph (3) requires the application for extension to be submit¬ 
ted by the owner of record of the patent, or its agent, in accordance 
with the requirements of subsection (d), infra. 

Paragraph (4), which consists of two subparagraphs, applies to 
product and use patents, not process patents. Subparagraph (A) 
permits a product or use patent to be extended if two requirements 
are-met. First, the approved product has to be one that has not 
been claimed in another product patent which was issued earlier or 
which was previously extended. Second, the approved product and 
the use approved for the product may not have been identically dis¬ 
closed or described in another product patent which was issued ear¬ 
lier or which was previously extended. 

Subparagraph (B) permits a product patent to be extended not¬ 
withstanding that it would not qualify under subparagraph (A) 
under certain circumstances. In order to be extended in these cir- 
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cumstances, the holder of either of the two product patents must 
never have been and must never become the holder (i.e., patent 
ovmer or an exclusive licensee of the owner) of the other patent. 

Paragraph (5) describes conditions applicable only to manufactur¬ 
ing method or process patents. Subparagraph (A) permits a process 
patent which does not primarily use recombinant DNA in the man- 
ufacture of the approved product to be extended if two conditions 
are met. First, no other patent has been issued which claims the 
product or a method of using the product and claims a method of 
^sin£> the approved product. for any known therapeutic purpose 
®ec°nd, no other method of manufacturing the product which does 
not use recombinant DNA technology in the manufacture of the 
product may be claimed in an earlier process patent. 

Subparagraph (B) permits a process patent which primarily uti- 
lizes recombinant DNA in the manufacture of the approved prod¬ 
uct to be extended if several conditions are met. First, the holder of 
the process patent (I) is not the holder of the product or use' patent* 
(II) is not owned or controlled by a holder of a product or use 
patent or by a person who owns or controls such a holder, and (III) 
oes not own or control the holder of such a patent or a person 

who owns or controls a holder of such a patent. Second, no other 
Sma * u m.anuf?ctynng the product primarily using recombinant 
DNA technology is claimed in an earlier process patent. 

Paragraph (6) authorizes an extension if the product which is 
claimed in..the product patent has been subject to a regulatory 
review period before its commercial marketing or use. 

Paragraph (7XA) generally permits an extension if the approval 
after regulatory review is the first approval for commercial mar¬ 
keting or use of that product under an applicable Federal law. 

Paragraph (7XB) authorizes an exception to the first time re¬ 
quirement of paragraph (7XA) in the case of an approved product 
r?vrA ,under,a Patfnted process which primarily uses recombinant 
UIMA technology. An approved product of this kind can receive its 
?ec.‘?nd ®PPro.val for commercial marketing or use provided that it 
is the first time a product made by the claimed process has been 
approved. 

Paragraph (8) provides that in the case where two different ap- 
pi!?1v®d products are the subject of the same patent, an extension 
will be granted only for the first approved product which has been 
the subject of a regulatory review period. 

The balance of proposed section 156(a) defines as “approved prod¬ 
uct when used elsewhere in the bill the product referred to in 
paragraphs (4), (5), (6) and (7), supra. Also, it defines the holder of a 
patent for purposes of paragraphs (4XB) and (5XB) as being any 
person who is the owner of record of the patent or who is the exclu¬ 
sive licensee of the owner of record of the patent. 

Proposed section 156(b) extends all the rights of patent law to the 
patent during the period of extension subject to the following limi- 
tations: ® 

(1) When, product patent claiming the approved product is 
extended, the holder s rights are limited to any use of the ap¬ 
proved product which was approved before the expiration of 
the extended term of the patent under the provision of law 
under which the applicable regulatory review period occurred. 
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(2) When a use patent claiming a method of using the ap¬ 
proved product is extended, the holder’s rights are liTnitpH to 
any use of the product which is claimed in the use patent and 
which was approved before the expiration of the extended term 
of the patent under the provision of law which the applicable 
regulatory review period occurred. 

(3) When a process patent claiming a method of manufactur¬ 
ing the approved product is extended, the holder’s rights are 
limited to the method of manufacturing which is claimed in 
the process patent and which is used to make the approved 
product. 

Proposed section 156(c) prescribes the manner by which the 
length of the period of extension is determined. Generally, the 
length of the extension will coincide with the length of the regula¬ 
tory review period in which the approved product was approved. 
The latter, however, shall be reduced for several reasons. First, 
each phase of the regulatory review period is reduced by any time 
that the applicant for extension did not act with due diligence 
during that phase. See (dX2XB), infra. Second, after any such reduc¬ 
tion, onto one-half of the time remaining in the testing phase shall 
be added to the time remaining in the approval phase to comprise 
the total period eligible for extension, except that total patent term 
may not exceed 14 years.10 

Proposed section 156(d) sets forth procedures for applying for an 
extension. To obtain an extension, subsection (dXl) requires the 
patent owner or its agent submit an application to the Commission¬ 
er of Patents and Trademarks within 60 days of approval of the ap- 
proved product. The application shall contain the following in for* 
mation: 

(A) the identity of the approved product; 
B ©) the identity of the patent to be extended and identifica¬ 

tion of each claim of that patent which claims the approved 
product or a use or process of the approved product; 

(C) the identity of every patent known to the owner that 
claims or identically discloses the approved product or a use or 
process of the approved product; 

# (p) the identity of all other products approved under the pro¬ 
vision of law under which the applicable regulatory review 
period occurred for commercial marketing or use and which 
are associated with claims disclosed in subparagraph (Q, 
supra; 

(E) information that would enable the Commissioner to de¬ 
termine the eligibility of a patent for extension and the rights 
that will derive from the extension as well as information to 
the FDA to determine the period of extension; 

(F) a brief description of the activities undertaken by the ap¬ 
plicant during the regulatory review period with respect to the 
approved product ana when; and 

(G) any other information the Commissioner may require. 
Subsection (dX2XA) provides that within 60 days of the submis¬ 

sion of an application, the Commissioner notify the Secretary of 
* 

** Section 156(gX4), infra, add* further limitations on the period of extension depending on 
whether the approved product was developed before or after the date of enactment of this'bill. 
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phase begins. ^ P 18 Comp eted and the agency approval 

produtfei ^rsum^he^ri^a^SeJf^^ I¥riod for drug 

&S£ S apS07f ^ ^ndSfgwtn “eteffiS 
Public Health Sertfce Art^505 soTOT?1 ^er **tion 351 of the 
Cosmetic Act; and (2) beeinnin’IS,^tile Fede.raI ,Food. Drug, and 
was initially submitted v!?ji *i? w^en .an application for approval 
the appffion ment,oned laM “d endingVn 

relor^&ii5^6^^- period for food and 

““ of a regulation for 
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and (2) beginning when a petition for the issuance of a regulation 
fective1^^ 8ubmitt6d ending when the regulation became ef- 

if. permission for commercial marketing was delayed 
^cause objections were filed to the regulation, or if such permis- 
fnt Sf miil^ y 8ra”^<i “d later revoked before actual market- 

^tl8,1136, objections were filed to the regulation, the 
Kd flnTpobed Sb?? W0^ld. end when the objections were re¬ solved and commercial marketing was permitted. 
, . . “cti011 156(gX3) the regulatory review period for medical 
devices is the sum of the periods: (1) beginning when human clini- 
cal investigations were commenced and ending when an applica- 
an »S>PrV^ was mitla}ly submitted; and (2) beginning when 
an application for approval was initially submitted and ending 

aPPllcation was approved, or beginning when a notice of 
completion of a product development protocol was initially submit¬ 
ted"}? ending when the protocol was declared completed. 

15.^gX4)* provides different maximum periods depending 
on whether the approved product was developed before or after the 
date of enactment of this bill. 

tht pe*'iod of regulatory review which can be 
^nttd.t°rardaie^“10n sha11 not exceed five years when: (1) the 
fkkfkin*0 ^f^nded was 138116(1 after the date of enactment of 

k the patent was issued before the date of enactment 
k-j 18 * u* but the approved product’s regulatory review period 
^d^°trbePl,0n the, date of enactment of this bill. The total 

n\ ^ f regulatory review would not exceed two years 
1 * e Sa,^nu to ^ extended was issued before the date of 

and (2) the approved product’s regulatory review period 
nad begun before the date of enactment but the product had not 
been approved by that date. 

Proposed section 156(h) authorizes the Commissioner of Patents 
and trademarks to establish such fees as he or she determines ap¬ 
propriate to cover the costs to his or her office of receiving and 
acting upon application for patent extensions. 

201(b) of the bill amends the analysis of chapter 14 of 35 
U.b L. to add a reference to section 156 “Extension of patent time’’ 
authorized by section 201(a) of the bill 
. Section 202 of the bill amends 35 U.S.C. 271 relating to patent 
infringement, to add a new subsection (e). 

Proposed subsection (eXl) provides that it shall not be an act of 
infringement to make, use, or sell a patented invention solely for 
uses reasonably related to the development and submission of in- 
rormation under a federal law which regulates the approval of 

^ i « (eX2) provides that it shall be an act of 
patent infringement to submit an ANDA for a drug (1) which is 
claimed m a valid product patent, or (2) a use of which is claimed 
“a"*d 1186 Patent, if the purpose of submitting the ANDA is to 
get its approval with an effective date prior to the expiration of 
such patent. 

"Additional restrictions are found in proposed section 156(cX2). 
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In an infringement action pursuant to section 271, of the law, no 
injunctive or other relief may be granted to prohibit the activity 
which is authorized, by subsection (eXl). y 

Proposed subsection (eX4) makes certain remedies available and 
exclusive in the event a patent is valid and has been infringed pur- 
SuanA ^subsection (eX2)- court “ust order the effective date of 
any ANDA relating to a drug involved in the infringement to be a 
date not earlier than the expiration date of the infringed patent, 
injunctive relief may be granted to prevent commercial marketing 
undm* an approved ANDA and monetary damages or monetary 
relief are authorized when commercial marketinghas begun. 

CONSTITUTIONALITY OP SECTION 202 

“S*?” 202 of bm net effect of re¬ 
versing the holding of the court m Roche Products, Inc. v. Bolar 

Co., Inc., - F.2d, - No. 84-560, ahp opIffriTCfr 
April 23, 1984). Opponents of the bill have suggested that section 
202 rmses serious constitutional issues. The Committee has exam¬ 
ined those issues and concluded that the provisions in the bill are 
sound and constitutional is * 

Thi» view is consistent with the opinion of the Library of Congress, American Law Diviaian: 
^ ... —. _ 

Owosokokai. Rura Suva, ra Losast or Cowassss. Wumo™, DC. July 21.1984 

0,1 ConuBittoe 00 ^ava “•* 
From: American Law Division. 

Subject Constitutional Objection, to Section of Patent Term Reparation Bill to Define Uae 
r.i!ST "epoyie to your request to review and time the _ 

ed^S^^f^^P^ni^,vt -A or teU a patent- 
tion for the nurooL of 7 ^“development and mbaiaion nfinfonaa- 

SePS«® S& to PDA for the"^ 

a sbsKjb atsis?,rWHtH 
torea it appear, from the opinion, the court', ruling is the first case to determin^wteitliav 

wasa proscribed use within the meanSnTofl ?71(.)£ 2? “.'‘g^mu^whethw 
■on overturned by the anneals court —. *C.^rSslSL*f*■*"** <ted- "u ^ ^eppealscourt»that^taSnw^t l^o£^ 

a*«S2S^^ S£» h01-"- <* 0"»* tt is dear that a patent i/proiant/ind thu.lfilt'SSS 

i^jJ^V^gggrua^*ahaiiJft33aa6B&A‘ 
s-d a. mbs 

XStibSElKS ■» vsSMSRI mTLtf 
“6 transferred it elsewhere. See, a*. HawaiiBoutinM 

eo^SJfMP®1 Dueproces. saMicould then*sjhdieHcW*525 
^*T..^yV?^^^tobhri.thevalue of property. fi- toPBOCo. AAftvy AOCw- 
(UmThiihrt. SyV;.** *3* PPCe PvuuylvcuuaCoal Co. v. Mahon, 260 US. 898, 416 

7^, * ybUe property may be regulated to a certain extent, ifrsgula- 

S.ga?,4.aiagas:»» 

m dsss^gs-sssnsr,m£^r& waif&p* “ui *- 
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■jfrfrS from • lookaTwhat !tto’ fSa^&^TbH fifi*af ^ more *PProPri*t® one 
that Roche was wrongly -uJ-L? action apaan to be a conclusion 
extend to broadly. CongremhSprevSLS^^^f.ij ■"**“*«“• {?“ ,WOTd "«*■" in } 271(a) to 
iudicU d-«—7P“'“iv,,d to beiWrert 

u 0nnrtai *. ^ Mlcctad pronrty righti o€ the prevailing iiA> jm 

vest amount of preliminary and 

Seme uourt itself never reviewM thm m* K'*~n- °» *»•**• wnue the Su- 
nied ortoruri to2? 2™1? motioa’ after iT fid 

mended to permit conaideiatioab? tfi d2SS<r!ii!l!?,J^?k*d iU denial rf ctrtionri and re- 
nullifying the prior judgment0 * d“tnCl oourt of the new act. which had the effect of 

tf&Zs&rs&j, asMMs™™«" 

*~»uvb purpose mrtnered by rational - 
^ In that case* the Court in prtqa r__**■ «. vmy 
ployer withdrawals from a multiemolover Mnnnn pro vision imposing liabilities for em- 
\980. although the ™.USZS S&SLL* ’™mede retroactive to April2* 

fBJi Li1.9?® <5-^ 

dTU0 ffLZ0S£ejnnti!!? « . rmpectingFDA ippiTwalof 
patented item toldevelop thenmaarv^"Pf™*00** the potent to use the 
Epee of time between teetina^SSSC te^resuita for submission to FDA for it* approval, the 
period of years, aU of whS^Sm!!^^ori^nI?*0n*tS W*0**1 to marketing is likelytobe a 
its expiration nginai patent holder eqjoyv the benefit of his patent past 

26^19^4wdicSt^^rf ^XffkUhaus v. Monsanto Co., 83-196 (June 
Monsanto in^iHL ^^PPeamU) be the £2! 
pomes were required to submit dstJ^Hn^rT^ PIFRA under which com- 
“*■*« and under which^t^&£tiLgt!L£^ approval for 
for which the Court held a tskin*aecrets, could be disclosed. Dunng the period 
ited disclosure. Trade secretsfthe rw+<hfi!ir ^T01**** disclosure, federal law specifically prohib- 
Court was conceit Property under state law. That beiiWthe 
regulation resulting in through disclosure. It admitted^that 
factual*' inquiry .under through an “ad hoc, 
governmental action, its economfc tanct, and “ *** tj“*cter <* the 
pocked expectation*.4 The latter factori»SL™iM^^^TJth-nmSf,MI*?le mY®rtznent' 
legislation guaranteed against disclosure the firnfhu^faJiA'k? the period when 
sums would not be disdSS^tsimZlSm^^S ™ * joatifUble expectation that its submis- 
ly sound. For the other periods. wepa* to other words, objective- 
mficially permitted disclosure, the T^Af***??* f^ent w ambiguous or when it spe- 
W Wth* ,Ubmittod £?«.°w££" d on «, expectation of money S 

IWjjthTSJ? itm!r2L,Iuentbu“ttt^lfifiSu ^SS,tA.tT?Lufc!i? Kl?7 *° 19Ti 
forded the firm prelection 0$ j£ £** 18 VA<iA19?* 
Trade Secrets Act could have Imm thTtSrUt u I?1? “i®* tha last year in which the 
hie. If Monsanto did rely on it. the firm m. t ™ the Court hold tnat Act inapplica- 
haves judicial interpretotion'ofa word W HeVS^ 
which because of the possibility of SumMwTrJE^llif ^"* WUM jmeettled previously and 
unsettled. poenwuty or Supreme Court review or oongreerional alteration remains 

•onto o»P«»ctotion« were Juotifiable in Mon- 
n^nce of wnnimt, an »-Pocto 8202 mem, to be agnifiennt and leeeene the 

■PpliobU^U^’ dfe^iwrfjaS! Jtoneontoi, they too mm to miffiwt in their 
mental ect&n. w5wT^Sl£ j ***”. ” ‘‘economic imoeet'^the govern- 
dmpita a cubatantial ecTOBSc^TtotfiTriJ^2Tl!S^h{fh * ttfngw“ denied 
Court holda that if the mutated i«n it can be mid that geaeraUy the 

“ "" "■““too ontiqr (till has a preflubie use for hie property, even if not the 
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s^BBSssasassssasssss’i poLnie. a« .Urting up and procuring th^fooS. «pir«t»on when other com- 

The third factor is the character of the governmental action. That character in tk;. - 

thrt 2 •ettlidquintion, it doc appear 
it Under the Fifth Amendment chalK 

Johnny H. Killian, Senior Specialist, American Constitutional Law 

It is alleged by some witnesses that the provisions of the bill 
the limited testing of drugs while they are on patent 

ULSlJf. 40 .“"ft *P. 4b2 preparation of an abbreviated new drug 
application is a taking^ without just compensation in violation of 
tea^11*8 °fjHie Fjfth Amendment. As the Supreme Court 
iSjSI Jff re*ardinf determinations of whether legislation or 

this Court, quite simply, has been unable to develop any 
set formula for determining when "justice and fairness’’ 

require that economic injuries caused by public action be 
compensated fay the government. Penn. Central Tramp. 
Cop y. New Yorkdty, 438 U.S. 104, 124‘(1978) (herein¬ 
after Grand Central). 

«.'^ie f£?ur4 k®8 identified several factors for consideration in such 
mwnimLu!?11111 ““Pact of the action and the character of the 

Grand Central, supra, at 124. Particularly im¬ 
portant in this assessment is whether the interference with the 

aS^Sd^if^f fr°m,V‘P.ublic P”*™0 adjusting the benefits 
Sn*roT«uwtfcf * ^ 40 Promote the public good". Grand 

thebenefits to the government and the general citi- 
^ ■£rt“t“d- As a result of section 202 generic drugs 

^J*Lalre t?,1* Piaoed on the market between 18 months and! Gyean earlier than without this provision. The availability of such 
nELB!lf8!»?,l1»? ?“ ^“rtion of health care costs. 

of the high percentage of individual income devoted to 
medical costs, these reductions will be especially important to the 
poor, the under-insured, and the elderly. Thegovemment itself as 

^^^Mn<hnent8Cr^Pt^°n <bru®8’ a^so 8ave money as a result of 

t*!® °^er ^and, the competing claim of the pioneer drug com- 
holding file patents on these drugs seems much lesstangi- 

gKA8 ,tbe £°urt oi Appeals for the Federal Circuit itself saidin 
iC^!f^!,ri!LnvfVer F00?*™ to define the term 

J“f • .rhU8’ the Congress has never had occasion to evaluate the 
^«nSg»P°tCy MM»derations presented by this bill. In addition, 

l45S!f th,ere never wa8 ®n appellate case deal¬ 
ing with this question. Therefore, it is not altogether clear that the 

1. 98 S.Ct. 2646, 57 L.Ed.2d 631. 
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«f Pf»«r drug company 

auttled.'th?Supreme^un KS“Butg1^SCJhIet,'l5rtati0'“’’ "* 

Se SJTS3 tSzsxr-sH 
unlawful solely K^flnp it ^ts “>d burdens is not 
Pension Benefit cSSVrTZ ^ "«P«taW». 
4810 (June 18, 1984X * U^‘ A A' Gray & Co> 52 U.S.L.W. 

perltted to “"ket 
«•» do i. tart thegtoS^rTu/£sif S'.KmS L*Ui1!?t.the.*eM™ 

^mpoution f.r . period of^^X £«SffE 

bauf £23^^ * «* 
example, in the autanobiteLdiit™ thS^ ™U5Tinvo,ved- For 
permit testing of a patented auwSnli^f d 1x5 no need to 
cause—unlike the FDA in the dnaSliSl* a ?atent be- 
regulatory agency in nlace whir* Jt^ere 18 no government 
new product and prevenJ rom^t °Uld delay “arketing of that 

In this case the SmmitOT10n °?ceJthe Pat«nt hasexpired. 
has traditionally done tothTaSS SSli?* iWhat the Con^ress 
once thp nrr^ fA Cf;.LL * . . intellectual property law* hul- 

“g theS the «S^fart£i 
of fair use in copSt it the doctrine 

?hto MUs ‘8mi,ar mecha- 

.uSS !£!£*• *° «* pro- 
ment suit, to add a new defen^A rt.enses 111 a patent infringe- 
tension, or any portion thereof hL*** 1In proper grant of patent ex¬ 
applicant or by the nnmmioe'* ^ecauaa a material failure by the 
co^Ply with the * 

period of patent eaKion^ hSSSTj, A?' i“rtag the 
made under proposed section 156MV9?io.? ^iIl®f.nce determination 
patent infrin&nSOSr l6WX8 “ #ot “bJect to review in a 

amendabSer|S^feterf-StoZiSf* °n,E."erKy and Commerce 

£^™e»igee 

sis sSsrii--; tu?s"Eststiz 

ucte, and for oth«“?j!^." Pab““‘ for regulated piid. 

^21^™ .r* ««a In lb. Mai — i-^.L.1.-of ^ 
®)oyD*rci*l marketplace. Thus, the °£lfltfm* •. n«ht to exdudtoothera from the 
itiuirui v. Allard 444 US 51 ajcju j ® eituation suxular to the etatuta unhaM u 
-aifte- that !■'MKffiJt’jjbS: 
f—•». Ml^thL *oction 202 wiU ■!«, receive . 

”* UPheld ^OrecourtmtS Omirf fefet££"*"* 
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Oversight Findings 

The Committee makes no oversight findings with respect to thin 
legislation. 

In regard to clause 2(1X3) (D) of rule XI of the Rules of the House 
of Representatives, no oversight findings have been submitted to 
the Committee by the Committee on Government Operations. 

New Budget Authority 

In regard to clause 2(1X3)(B) of rule XI of the Rules of the House 
of Representatives, H.R. 3605 creates no new budget authority or 
increased tax expenditures for the Federal Government. 

Inflationary Impact Statement 

Pursuant to clause 2(1X4) of rule XI of the Rules of the House of 
Representatives, the Committee finds that the bill will have no 
foreseeable inflationary impact on prices or costs in the operation 
of the national economy. 

Federal Advisory Committee Act of 1972 

The Committee finds that this legislation does not create any 
new advisory committees within the meaning of the Federal Advi¬ 
sory Committee Act of 1972. 

Cost Estimate 

In regard to clause 7 of rule Xm of the Rules of the House of 
Representatives, the Committee agrees with the cost estimate of 
the Congressional Budget Office and estimates that the additional 
cost to the government which will be incurred as a result of enact¬ 
ment of this bill is set forth in the CBO cost estimate. 

Statement of the Congressional Budget Office 

Pursuant to clause 20X3X0 of rule XI of the Rules of the House 
of Representatives, and section 403 of the Congressional Budget 
Act of 1974, the following is the cost estimate on H.R. 3605 pre¬ 
pared by the Congressional Budget Office. 

U.S. Congress, 
Congressional Budget Office, 

Washington, DC. 
Hon. Peter W. Rodino, Jr., 
Chairman, Committee on the Judiciary, U.S. House of Representa¬ 

tives, Rayburn House Office Building, Washington, DC. 
Demi Mr. Chairman: The Congressional Budget Office has re¬ 

newed H.R. 3605, the Drug Price Competition and Patent Term 
Restoration Act of 1984, as ordered reported by the House Commit¬ 
tee on the Judiciary on July 31,1984. 

We estimate that enactment of this bill could result in increased 
personnel costs to the federal government of approximately $2.2 
miffion annually. The bill, however, does not specifically authorize 
additional appropriations for the Food and Drug Administration 
(FDA) or the United States Patent and Trademark Office (PTO). 
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This bill may also result in savings if cheaper, generic drugs are 
made available for purchase by the federal government. These sav¬ 
ings would occur in various programs throughout the budget such 
as Medicare, Medicaid, and the Veterans Administration. However, 
the magnitude of these savings is unknown. 

TITLE I 

Title I of this bill would allow drug manufacturers to use an ab¬ 
breviated new drug application (ANDA) when seeking approval to 
make generic copies of drugs that were approved by the FDA after 
1962. An estimated 150 drug products approved after 1962 are cur¬ 
rently off patent and would become available for generic copy 
using the ANDA procedure proposed in this bill. 

The FDA estimates that the enactment of H R. 3605 would at 
least triple the workload of the division responsible for approving 
ANDAs. Currently, this division reviews ANDAs for generic copies 
of pre-1962 approved drug products. The workload would increase 
as several manufacturers file an ANDA for each drug product that 
becomes available for generic copy. Because they would be review¬ 
ing information on new drugs, the FDA believes it would take 
them a year to process each of the new applications. This is about 
three months longer on average than it currently takes to process 
a pre-1962 ANDA. FDA expects an increased workload in other 
areas as well from carrying out the activities described in the bill. 
We estimate that implementing Title I could cost the FDA about 
$1.5 million. The actual cost to the federal government would 
depend on the extent to which FDA would expand to accommodate 
the increased workload. 

Enactment of this legislation could also result in savings to the 
federal government. In fiscal year 1983, the federal government 
spent approximately $2.4 billion for drugs in the Medicaid pro¬ 
gram, and in veteran and military hospitals. Data on drug costs in 
the Medicare program are unavailable. If the federal government 
is currently purchasing these 150 copiable drug products- at higher, 
brand name prices, savings may result if lower priced, generic 
copies of these drugs are substituted. 

It is difficult to know in advance which if the available 150 drug 
products manufacturers would choose to copy. It is also difficult to 
estimate the price at which these generic copies would be sold. Ge¬ 
neric versions of ten popular drug products show their price to be 
on average 50 percent less than their brand name equivalent. The 
dollar amount the federal government Currently spends on these 
150 brand name drug products is unknown. 

TITLE II 

Title II of this bill would extend the amount of time for which 
certain patents are issued to include some or all of the time re¬ 
quired for a manufacturer to test a product for safety and efficacy 
and to receive marketing approval. Products affected by this legis¬ 
lation would be drugs, medical devices, and food and color addi¬ 
tives. 

The activities described in Title II of this bill would be performed 
by both the FDA and the PTO. FDA would be responsible for deter- 

2716 



DRUG PRICE AND PATENT TERM ACT 
P.L. 98-417 

[page 33] 

mining the applicable regulatory review period for a product used 
in setting the length of the patent extension. FDA would also 
monitor diligence in product testing which must be shown in order 
for a manufacturer to receive the maximum possible patent exten¬ 
sion. FDA estimates it would cost them $0.7 million to implement 
these provisions. PTO would be responsible for handling patent 
extension applications and for determining extension eligibility. The 
bill states that the PTO Commissioner may charge manufacturers a 
fee to cover the cost of receiving and acting upon applications. 
Additional costs to PTO would be less than $500 thousand. 

STATE AND LOCAL OOVERNMET IMPACT 

Enactment of this bill would not directly affect the budgets of 
state or local governments. To the extent that these governments 
purchase drugs, they may realize savings if cheaper, generic drugs 
are made available by this bill. The magnitude of these potential 
savings is unknown. 

PREVIOUS CBO ESTIMATE 

On June 19, 1984, CBO prepared a cost estimate for H.R. 3605 as 
ordered reported by the House Committee on Energy and Com¬ 
merce. In terms of the cost to the federal government, the two ver¬ 
sions of the bill are the same except that Title II of the Energy and 
Commerce bill also applied to animal drugs and veterinary biologi¬ 
cal products. In the previous estimate, however, we showed poten¬ 
tial increased personnel costs to the federal government of $1.1 mil¬ 
lion. FDA has since more carefully studied the possible affects of 
this bill on their agency. Given this new information, we believe 
that personnel costs could increase by $2.2 million as a result of 
enactment of this legislation. 

Please call if I can be of additional assistance or members of 
your staff may wish to contact Carmela Pena (226-2820) of our 
Budget Analysis Division for further details on this estimate. 

Sincerely, 
Rudolph G. Penner, Director. 
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ADDITIONAL VIEWS 

whfch the «°h^ne? “ H R 3605 
gress. However, S2ang^ ma* by&? c£r^t?evelop$ last G»- 
^m“erce will have a substantia? etert^X^pL0" +EneIS_ ^ 
mark Office and a substantial rhe Patent and Trade- 
protect his invention ®ffeCt °" a patent owners' ability to 

Waxman betw^^^e^^raaceiitfcaT0^6^ f°UJ by ^agressman 
representing the pharmaceutical inf ™&nu(a<^urer8 Association, 
dustry. Eleven iJffTKEgfneric dn* ^ 
compromise. 5 companies did not go along with that 

on the Patent Md^ademar^Office11^^ administrative burden 
the support of C^aiSS RSi^Mr %^mMMHu?hes 

This amendment would not seriouslv u • 13 m favor- 
reached^ Mr. Waxman but“?s tfie basic compromise 
Patent Office. In an overabundance 52^SL1f!P0rtant to the 
mg overreacted to a non-Drohlem tiL08. the Commerce meet- 
Judiciary Committee Su^ommitteTthiTfi^ bar told the 
is not a problem The rw i , s^caIled evergreening” 
back thrtlt’.^;S!b£?N«,?J5t &*?*>*> it and reported 
ted to the Subcommittee showing e ^formation was submit- 
patents relating to the same Drcxluet fnJ'iu Rrms obtain a chain of 
their patent. * product for the purpose of prolonging 

dura ieqtoAig^hl CommSner0toPmOfl'kdeS ^pages of Proce- 
wJfcther a particular patent couldtob?^lLihl??rmmation 88 to 
which is equivalent to an evaluation J°r 811 extension 
not now trained Iteeardlesf^f ^ fo Yblch hls examiners are 
Commissioner ii •“« «H the role of tto 

* cassrreou,re • 
j|*«ed in H.R. 3605rthatrgeneraJlvldo^^tk^ lp'‘ ,present P°[icy re- 
the product or fully disclosing that oJSiu^nJ1^ patent cJaiming 
rewarded with an extension O^r and,l.ts approved use be 
the same result, but is much simnlm^to achieves substantially 
frfrer to patent holders Sesent wS+Lo*0 ad7‘lmst«r and much 
file for a patent it’s usualfTfor Pon?!rf S1™1*-? that when you 
patent: a patent on the product which ieHtf dlRarent types of 
patent for a particular tvi£tfu«> SS M th? mc«t valuable, a 
jSp which something is made. You mav oh^^f*611* *ne Process 
these patents depending on what tvno of °?e.or- ^ three of 
whether they meet the tomrht^Vity2e °f p.ate,nt is mvolved and 
a patent. ^KSially hwSTJfSS “ order <*tato 

y nappens 18 that a person receives a patent 
*u , [Page 59] 

LatereaP„re*ie“d disS^^Ld f^CUlarf ““ <f th*‘ Product. 
HJt. 3605 you cmmot receive an 
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ered but only on the earliest issued patent. This will discourage re¬ 
search and innovation. Under our amendment should another later 

w °n® for.a n®w use of an old product, undergo a sub- 
sequent regulatory review, it would be eligible for an extension. 
Kv fkf ““en*ne“t“ supported by the Department of Commerce, 

Patent and Trademark Office, American Intellectual Prop- 
er)2! Association, and bar groups from around the country. 

concerns warrant further consideration in the event that 
amendments are offered on the Floor of the House. 

William J. Hughes. 
Peter W. Rodino, Jr. 
Jack Brooks. 
Sam B. Hall, Jr. 
Henry J. Hyde. 
Hal Sawyer. 
Thomas N. Kindness. 
Carlos J. Moorhead. 
Hamilton Fish, Jr. 
Dan Lungren. 
F. James Sensenbrenner, Jr. 
George W. Gekas. 
Michael Dewine. 
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ADDITIONAL VIEWS 

In addition to the amendment that may be offered on the Floor 
by Congressman Hughes (explained elsewhere in this report) which 
mLV£?wCh BUpFrt’, T? ■b0 “tend °% three ot&"a£S 

thatare critical if we are to maintain our present patent 
the antral motivating force to invent which it hasbeen 

mLv^ft* two*h,i?dred yeai? Mr- Moorhead will offer one amend- 
torthe rTOalc?f Roche ^oducte-Inc- ▼- Bolar Phar. 

®?d Ma Sa^er will offer two amendments re- 

Dn,gAwi,crth” *nd 
Mr. Moorhead’s amendment will be to Sec. 202 of the bill. 

pJ°£?lon of ^0“ 202 of H.R. 3605 would add para- 
ffraphs (eXl) and (3) to section 271 of title 35, United States Code, 

p?*1111? the recent decision of the Court of Appeals for 
f^duct8> Inc- v- Bob'" Pharmaceutical 

use' In .that case, the court held that 
j djy® patented by another, in preparation for marketing 

tiie drug after the patent expired, constituted patent infringement 
use A*AAn!^ 1*»nfua$? °1 Hj ■ 3605 would establish a "commercial 
JSil? m«WAn*h5 ^^ental rights of patent owners and 
mTnv “at exception apply retroactively. Because of the 

y problems which may result from such sweeping language, 
our amendment takes a different and more limited approach. 
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°«W>>t «ee exception 
that a patentee, a^wK?m'dTnt W0!U<I 
certain rights of exclusivity iiftht ««r°n*-of a,drug Patent* waive 
any limitation on exclusivity ™f>MP£llfatlon,for extension. Thus, 
term had been exteSLnPrZ’old ,°nly ^P1? to Patents whose 
of Professor Dorsen and others pointe^oS^t^K^' te8timony 
tive modification of the exclusi^^^^l*4 !!}ehearings, retroac- 

— «* 

patent during ThTfiLS ,Mr oftheinfrin8f;ment of the 

rfedS^i^f is&ry.ani e^KnS: 
sales of drugs. regulating the manufacture, use or 

butta SST." iT"8*8 ^Bolar decision 

.s-ste %Z& 

a complete application—the nvln Ja^a*lng*® 81?g*e event—filing of 

gaage^which^woujd'iwve^wriiritted^n apt^an^to^gfte^mrtice^jn 

, [Page 61] 

(ANDAX °f 8Ubmission of “ Abbreviated New Drug Application 

BSSaSFTr ate 
53d£££ nSSraSX* defe5se?.of I**«t righti that paa.-_a, eaie ^needless, litigation and divert and drain resources 

8$ 55SSSSS,*JWas *-1“^ S3f«5 
its 

ss rat 
•mng-’>PT}AS^^p^^^0BU,“ acceptance for 

Mr. Sawyer s second amendment will make clpor tha* ittia 

*»« n?* appScSs: <£*>*>£ 
*wL • Application (NDA) where the validity of n 
until nft»Veiung*tb^t drug “ being challenged in patent litigation 

^ 00,111 enters its final judgment or such other 

month, after the Son SSESSS 
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This amendment also provides that, where a district court’s de¬ 
termination that a patent is invalid is reversed on appeal, the case 
must be remanded to the district court with instructions to enjoin 
further sale of the infringing product during the remaining life of 
the product. 

Under our system of law, patents are presumed valid. By con¬ 
trast, H.R. 3605 would direct FDA to approve an ANDA or a paper 
NDA for a generic copy while litigation testing the validity of the 
patent is still ongoing. Except in those cases where the pioneer 
manufacturer is unduly delaying the litigation in order to keep a 
generic drug off the market, no ANDA or paper NDA should be 
made effective until the patent has expired or has been held to be 
invalid. 

We urge you to support these amendments. 

Carlos J. Moorhead. 
Hal Sawyer. 
Daniel E. Lugren. 
Hamilton Fish, Jr. 
Thomas N. Kindness. 
F. James Sensenbrenner, Jr. 
Michael Dewine. 

SENATE REPORT NO. 98-529 

Much of the text of Title III of this Public Law is derived from S. 1816, as 
reported in the Senate. The report to accompany S. 1816 (S.Rep. No. 
98-529, Committee on Commerce, Science, and Transportation, June 25, 
1984) is set out: 

[page 1] 

The Committee on Commerce, Science, and Transportation, to which 
was referred the bill (S. 1816) to amend the Textile Fiber Products 
Identification Act, the Tariff Act of 1930, and the W ool Products 
Labeling Act of 1939 to improve the labeling of textile fiber and wool 
products, having considered the same, reports favorably thereon with 
an amendment in the nature of a substitute and an amendment to the 
title and recommends that the bill do pass. 

Purpose of Bill 

The objectives of S. 1816, as reported, are to clarify and improve 
country-of-origin labeling requirements for textiles and increase con¬ 
sumer awareness at the time of purchase of the product s country of 
origin. By using “time of purchase”, the Committee is referring to 
the point in time the consumer pays for or promises to pay for an item 
and thereby receives an interest in the item. , 

The bill requires conspicuous country of origin labeling on domes¬ 
tic and foreign-made textile, fiber and wool products. Country-o 
origin information is also required in mail order promotional descrip¬ 
tions for textile, apparel and wool products sold in the united otates. 
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Background and Needs 
_ ■ 4 

Country-of-origin labeling is now required bv the Tcxtilp FiKp'r 

C^mi2iJne(FTC)i0lnAS*^?iS ^“Svn1 by the Federal Trade 
regulations. In addltl0n> t^le FTC has written interpretive 

textile or the package in which it is sold is now re- nni!^1^^rte<1 *fxtile or Package in which it is sold is now re¬ 
s’11* to bear a stamp or tag showing the country where it was manu¬ 
factured or processed. The label is r^uired on Stile ^ds S^rSd 

[page 2] 

t£ In addition, by regulation, the FTC has required 
“*®Jabf110 be conspicuously affixed* to the product. U.S -produced 

"0t required to display a country-of-origin label 
thec^nn^h«f« consumers are sometimes misled as to 
the country of origin of textile and wool products. In part this is be- 

ouslv In iddi!i^0hU15it^e*C°*-,}try °j ongin “ attached inconspicu- 
m»rLin««i ^itwn, bund!led textile products with the country of origin 
marked only on the bundle or package are sometimes separated once 
SSJSfi&F"** States' Fmally> ^e statutes concerning country¬ 
man*!^!! labeling are not extensive, and some confusion as to imple- 
mentation and enforcement apparently exists * 
eim rfre i™onspicuously Placed or not attached at all, for¬ 
eign-made textile products are easily mistaken for American-made 

^®i1 k![VS "°u Ia,w which re<l,,ires domestically produced products to be labeled with the country of origin. 

textiirn^,",^18 *•? COrTtly a*tacbed, consumers who purchase 
textile products by mail may be unable to determine a product’s coun- 

°r,?in because they are not able to examine the item at the time 
or point of purchase. 

Legislative History 

S. 1816 was introduced by Senator Thurmond on Augusts, 1983. The 
rimcT,™?! Si?IeCt a b«anng before the Commerce Committee’s 
Consumer Subcommittee on April 25, 1984. At the hearing, testimony 
rL^eird-,fr°m U1ierested Partiea including Senator Thurmond, 
domestictextilemanufacturers, textile labor unions, and a textile im- 
P^rter. Written testimony was submitted by the FTC and a retail trade 

On June 18,1984, the Committee ordered S. 1816 reported with an 
a^®ndment in 4be nature of a substitute, and an amendment to the 

Summary of Major Provisions 

As reported, S. 1816 adds more extensive and specific labeling re- 
quirements to the Textile Fiber Products Identification Act and the 
M ool Products labeling Act of 1939. The bill requires conspicuous 
S country-of-origin information, re¬ 
quires both U.S. and foreign products to be labeled with the country 

the0iteniorlten^UireS lab*“ng on Product packaging, in addition to 

also requires limited country-of-origin disclosure in mail¬ 
order catalogues and direct-marketing literature offering textile prod- 
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uct& Each printed textile product description would state that the 
product is made in the United States, imported, or both. If the product 
is imported, the specific country would not have to be identified in the 
catalogue description, as long as the word “imported” or other words 
to that effect are included. 

[page 3] 

Estimated Costs 

In accordance with paragraph 11(a) of rule XXVI of the Standing 
KuJes of the Senate and section 403 of the Congressional Budget Act 
of 1974, the Committee provides the following cost estimate, prepared 
by the Congressional Budget Office: 

U.S. Congress, 
Congressional Budget Office, 

TT „ _ Washington, DC, June 1JL198^. 
Hon. Bob Packwood, 

Chairman, Committee on Commerce, Science and Transportation, 
UJ!. Senate, Dirksen Senate Office Building, Washington, DC. 

Dear Mr. Chairman i The Congressional Budget Office has reviewed 
S. 1816, the Textile Fiber and Wool Products Identification Improve¬ 
ment Act, as ordered reported by the Senate Committee on Commerce, 
Science and Transportation, June 13,1984. 

We expect that enactment of S. 1816 would cost the Federal Govern¬ 
ment approximately $100,000 in 1985 and somewhat less in each fiscal 
year thereafter. No additional costs to state or local governments are 
expected to result from enactment of this bill. 

S. 1816 would require that all textile products be labeled as to their 
country of origin. Mail order catalogues or sales literature would also 
be required to state this information. According to the Federal Trade 
Commission (FTC), which would be required to enforce these changes 
to current law, one-time costs of approximately $100,000 in fiscal year 
1985 would be required to issue new regulations. Annual enforcement 
costs are not expected to increase significantly, unless the number of 
complaints increases substantially as a result of these changes. 

If you wish further details on this estimate, we will be pleased to 
provide them. 

Sincerely, 
Rudolph G. Penner, 

Director. 
Regulatory Impact Statement 

In accordance with paragraph 11(b) of rule XXVI of the Stand- 
mg Rules of the Senate, the Committee provides the following evalua- 
tion of the regulatory impact of the legislation, as reported. 

Although S. 1816, as reported, contains extensive country-of-origin 
labeling reqmrcments, the regulatory impact on the textile industry, 
if the bill is enacted, should be minimal. Many of the labeling require¬ 
ments reflect current FTC regulations and advisory opinions. 

NUMBER OF PERSON 8 COVERED 

The number of persons covered by country-of-origin textile and 
wool labeling would expand under S. 1816. Currently, only foreign 
textile and wool producers, and domestic producers using foreign 
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covercd by country-of-origin labeling provisions S 
181b extends country-of-origin labeling to LJ.S. textile and wool nrod’ 
uct manufacturers The Committee bflievesIhHdditiSaT^v^ 

^arify the country of origin of domesticaUy producS 
goods. This view was supported at the hearing on S. 1816 bv renre- 

mret affSred hhethT?SC tCXtile- W<X)1 “dustry, the industries 
m^t by tbe ?abelmg requirements of S. 18161 
mnli ivl;ia * provision requiring mail-order and direct 
mail textile retailers to disclose whether.their products are “imported” 
or “mad. m the DAA.”. Such retailers are nM now reqii^ law 

mclude.s?ch information in their sales literature. A 
1969 FTC advisory opinion (34 Fed. Reg. 14,517; FTC Advisory 
Opinion Digest §15.3691 held that an importer of women’s pant? 
hose was required to make a clear and conspicuous disclosure of the 
™1f£i'r«riFn °f th j Pf?duct. in a11 mail-order promotional material. 

J * rf vie^?d thl.s °Pinion as applicable to all maU-order im¬ 
ported textile retailers. Accordingly, S. 1816, as reported, imposes a 
n^!^1¥krr'burde?a0ni? ,°n mai!'?rder retailers of domestic textile 
products. The Committee believes this expanded coverage is necessary 
since mail-order purchasers do not otherwise have the opportunity 
to be apprised of a textile or wool product’s country of ongin at the 
time of purchase. e 

ECONOMIC IMPACT 

Enactment of S. 1816 would impose some additional cost on do¬ 
mestic textile manufacturers, arising from the need to label each gar- 
ment as made m the United States. However, these costs would be 
small since new tags may not be necessary and few additional words 
are required. All domestic industry representatives who testified at the 
hearing on S. 1816 were willing to assume the additional cost. 

Additional costs would also be imposed on mail-order and direct 
mail retailers offering domestic textile products. Tn the Committee’s 
opinion, such costs are justified by the desirability of disclosing a 
product s origin to mail-order consumers at the time of purchase. 

rmvACT 

, S. 1816 Will have no impact on the privacy of individuals affected 
by the bill. 

No additional reporting requirements are imposed by S. 1816. 

Section-by-Section Analysis 

SECTION 1—0HOKT TITLE 

The first section provides that this Act may be called the “Textile 
Fiber and Wool Products Identification Improvement Act”. 

SECTION 2—TEXTILE LABELING 

Section 2 amends section 4 of the Textile Fiber Products Identifica¬ 
tion Act (Act of Sept 2, 1958, Pub. L. No. 85-897, 72 Stat 
(codified at 15 U.S.C. §§ 70—70k (1980)) by adding a new pan 
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that requires textile fiber products manufactured or processed in the 
United States to be labeled as such. The amendment applies only to 
goods sold in the United States and does not apply to goods not cov¬ 
ered by the Textile Fiber Products Identification Act. This amend- 

is intended to be consistent with current FTC country-of-origin 
labeling requirements, including its standards for determining when 
textile products are made in the United States and may be labeled 
as such. 

SECTION 3—TEXTILE PACKAGE LABELING 

The third section amends section 4 of the Textile Fiber Products 
Identification Act, by adding language that requires a country-of- 
origin label on any textile package intended for sale to the ultimate 
consumer. This label would be in addition to the label or tag on the 
product itself. A separate tag on the package is not required if the 
package is transparent, and all information on the label attached to 
the product can be clearly read. ^ 

Section 3 exempts hosiery from the requirement that a country-of- 
origin label be attached, provided that: (1^ the hosiery package shows 
the country of origin; (2) the package is intended for sale to the ulti¬ 
mate consumer; and (3) the information on the package is applicable 
to all hosiery contained in the package. The Committee adopted this 
exception because it understood that attachment of a country-of-origin 
tag to the actual hosiery product would be impractical and unsightly. 
The Committee intends that this exception apply only to hosiery 
products. 

SECTION 4—MAIL ORDER DISCLOSURE AND LOCATION OP TAG 

This section adds language to section 4 of the Textile Fiber Prod¬ 
ucts Identification Act to require that all textile fiber product descrip¬ 
tions contained in mail-order catalogues and direct-marketing litera¬ 
ture state that the textile product advertised was “made in the U.S.A.”, 
“imported” or both. 

S. 1816, as reported, requires only products produced in the United 
States to be identified with the specific country-of-origin in mail-order 
and direct-marketing literature. For textile goods not produced in the 
United States, the specific country of origin is not required, so long 
os the product’s description makes clear that the product was not pro-. 
duced in the United States. 

The Committee chose not to require foreign-produced goods to 
identify the specific country of origin based on testimony during the 
hearing on S; 1816 that some mail-order and direct marketing retail¬ 
ers purchase identical textile products from two or more foreign coun¬ 
tries, and market them as the same product. 

Moreover, when the catalogue or circular offering the textile prod¬ 
uct is printed, the retailer may not know which foreign country will 
produce the product. Because of the disclosure burden these uncertain¬ 
ties potentially impose on mail-order and direct-marketing retailers, 
the Committee concluded that identification of the specific foreign 
country of origin was not necessary in mail-order and direct-marketing 
literature. The Committee expects the specific country of origin would 
be identified on the textile product itself, as well as any packaging, 
pursuant to sections 2 and 3 above. 
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in the SsT.” or “impJrte?^ th^HP!y ^the exact words “made 
order or direct-marketing literature Othir^S*1* * p,hrases in mail- 
same meaning may also be ord? or Ph»ses with the 
“imported” tL retailed ® place °* the word 
close the specific foreign country iriSfa °* ^oreiP1 country” or dis- 
The Committee inters only That manufactured. 
consumers be able to determme at thfSm?* ftnd direct-marketing 

literature should be locatedan<* dttect marketing 
and clearly explains the plainly ™ible to consumed 
inittee, countiy Of origin of each Drodi>** tk^X!T 

try-of-wigin dUclceurewkh earht01!?^ Eluding th^ 
"tier Some 

however, provided the Muntiy-offiiS, dMiSe " “V •» “*4 
not misleading. With resDect to |^J*“?®acl0Bur* .*• conspicuous and 
guage to be u^d and t^Kiontf^, ^Pr°pn^e disclosure lan- 
pects the FTC to DromufflSr disclosure, the Committee ex- ™k;^^Promulgate guidelines and orovido nCQICtattAA Aee. pects the FTC to promuStemS 1* discl<*u*’ the Conunit^e 

i-'ss s& a“1o°?dfrJSd„ritrfc sale” of text i le products Sa,e "direct offering for 
notice of the textile products’ count66>S»in,ten^ is to provide 
of Durchas** _country of origin at the time and noi«* 

SO as CO meJUflP onxr nr.i«*AJ _* . .-tai OIlUUiQ OC 
tributed or shown tocomumenInrfT*®0*v0rlpr?duct samP,ea dis- 
textile products, by mail telenhnna roin w^lc v they may purchase 
examining the actual^odu^/ ^,Vr if or,s®me .other method, without 
•pply to any nonpnntSdTCrt4£i S“tl°” 4 is not “““dod to 

«52taJ ti'loX^'oHHn' f***’ *“>P t >*W 
place on the inner side of *k0 £ ^ ln most conspicuous 
If the pwd^H^^Wh^Pr0d,,C?’ °r °n ^texti,e Product, 
would be the center of the nit ^ onlpicuous P,ace °n the inside 
This specific laSmiai iSiSJ* betw1en ‘he shoulder seams, 
tended by the Commute* ♦#» t,extl!® products with necks is in- 
marking 4tYheMm^SS^ ’ountry-of-ongin ^^”3* CnittdSutM^ 
not intended to chanire^he^ "1°^ con®picuous location is 

ucts Ideiitfficatfon aS°' t?®?-** Pu.rsua,nt to the Textile Fibe^^i 
language was included fn -1 C .?ornrni^ee ? most conspicuous location •tff"«=SrEri int'n' V 
for FTC efforts to ass.S <=onapicuou?l^S^e„fX^l!S, “PP°rt 

SECTION 0—WOOL LABELING 

'uo7r;,^ri;,c,s.r-*beH"e A« °f 
at 15 U.S.C 88 68-6811 t,il'AjI-*M®tat*1128)/c°dified as amended 

™ by adding a paragraph requiring all wool 
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products sold in the United States, and covered by the act, to be labeled 
with the country of origin. This section is intended to be consistent 
with current FTC country-of-origin labeling requirements, including 
its standards for determining when textile products are made in the 
United States and may be labeled as such* 

SECTION 6—MAIL ORDER DISCLOSURE AND LOCATION OP TAG 

This section adds language to section 4(a) of the Wool Products 
Labeling Act of 1939 to require that all wool product descriptions con¬ 
tained in mail-order catalogues and direct-marketing literature state 
that the textile product advertised was “made in the U.S.A.”, “im¬ 
ported” or both. 

The Committee intends that this section make the same substantive 
changes in the Wool Products Labeling Act of 1939 as those made in 
the Textile Fiber Products Identification Act, by section 4 of this bill. 
Accordingly, mail-order and direct-market retailing of wool products 
is to be subject to the same requirements as those imposed on textiles 
as explained in this report’s discussion of section 4. 

Section 7 also requires that the wool product’s tag, stamp or label 
disclosing the country of origin be located in the most conspicuous 
place on the inner side of the wool product, or on the outside of the wool 
product. If the product has a neck, the bill provides the most con¬ 
spicuous place on the inside would be the center of the neck, midway 
between the shoulder seams. The provisions in section 7 are intended 
to amend the substance of the Wool Products Labeling Act of 1939 in 
the same way section 4 of this bill amends the Textile Fiber Products 
Identification Act. 

SECTION 7—WOOL PACKAGE LABELING 

Section 7 of S. 1816 amends section 5 of the Wool Products Labeling 
Act of 1939, by adding language that requires a country-of-origin 
label on any wool product package intended for sale to the ultimate 
consumer. This label would be in addition to the label or tag on the. 
product itself. A separate tag on the package is not required if the 
package is transparent, and all information on the label attached to 
the product can be clearly read. 

Section 7 also excepts hosiery from the requirement that a country- 
of-origin label be attached provided the hosiery package shows tne 
country of origin the package is intended for sale to the ultimate con¬ 
sumer; and the information on the package is applicable to all hosiery 
in the package. The Committee adopted this exception because it un¬ 
derstood that the attachment of a country-of-origin tag to the actual 
hosiery product would be impractical. The Committee intends that this 
exception apply only to hosiery products. 

SECTION 8—EPPECTIVE DATE 

This section provides that the amendments made by S. 1816 shall 
be effective 90 days after the bill’s enactment. The Committee intends 
that the bill’s provisions shall apply onlv to products and advertising 
literature produced beyond 90 days after this bill is enacted. 
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